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APPLICATION FOR EXTENSION OF PATENT TERM 
UNDER 35 U.S.C. § 156 

Sir: 

Medlmmune, LLC. hereby requests an extension of the patent term of United States 
Patent No. 7,351,533 (hereinafter referred to as "U.S. Patent No. 7,351,533") under 35 U.S.C. 
§ 156. 

Applicant, Medlmmune, LLC, a corporation created and existing under the laws of the 
State of Delaware, represents that it is the owner of record of U.S. Patent No. 7,351,533 by virtue 
of an assignment from the inventors thereof recorded on March 15, 2004 at Reel 015094, Frame 
0574. A copy of the assignment is included herewith as Exhibit 1. 

The following information is submitted in accordance with 35 U.S.C. § 156(d) and 37 
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C.F.R. § 1.710 et seq., and follows the numerical sequence and format as set forth in 37 C.F.R. 
§ 1.740(a): 

(1) A complete identification of the approved product as by appropriate chemical and 
generic name, physical structure or characteristics. 

The approved product is CERVARIX. The approved product is supplied as a sterile 
suspension for intramuscular injection. A copy of the label identifying the approved product is 
included herewith as Exhibit 2. CERVARIX [Human Papillomavirus Bivalent (Types 16 and 
18) Vaccine, Recombinant] is a non-infectious recombinant, AS04-adjuvanted vaccine that 
contains recombinant LI protein, the major antigenic protein of the capsid, of oncogenic HPV 
types 16 and 18. The LI proteins are produced in separate bioreactors using the recombinant 
Baculovirus expression vector system in a serum-free culture media composed of chemically- 
defined lipids, vitamins, amino acids, and mineral salts. Following replication of the LI encoding 
recombinant Baculovirus in Trichoplusia ni insect cells, the LI protein accumulates in the 
cytoplasm of the cells. The LI proteins are released by cell disruption and purified by a series of 
chromatographic and filtration methods. Assembly of the LI proteins into virus-like particles 
(VLPs) occurs at the end of the purification process. 

(2) A complete identification of the Federal statute including the applicable provision of 
law under which the regulatory review occurred. 

The approved product was subject to regulatory review under Section 351 of the Public 
Health Service Act (codified at 42 U.S.C. § 262). 

(3) An identification of the date on which the product received permission for 
commercial marketing or use under the provision of law under which the applicable 
regulatory review period occurred. 

The approved product received permission for commercial marketing or use under 
Section 351 of the Public Health Service Act (42 U.S.C. § 262) on October 16, 2009. A copy of 
the approval letter is included herewith as Exhibit 3. 
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(4) In the case of a drug product, an identification of each active ingredient in the 
product and as to each active ingredient, a statement that it has not been previously 
approved for commercial marketing or use under the Federal Food, Drug, and 
Cosmetic Act, the Public Health Service Act, or the Virus-Serum-Toxin Act, or a 
statement of when the active ingredient was approved for commercial marketing or 
use (either alone or in combination with other active ingredients), the use for which 
it was approved, and the provision of law under which it was approved. 

As active ingredients the approved product contains 20 meg of HPV type 16 truncated LI 

protein and 20 meg of HPV type 18 truncated LI protein. The truncated LI proteins are 

produced in separate bioreactors in recombinant Trichoplusia ni cells and self-assembled into 

VLPs. The active ingredients of the approved product have not been previously approved for 

commercial marketing or use under the Federal Food, Drug, and Cosmetic Act, the Public Health 

Service Act, or the Virus-Serum -Toxin Act. 

(5) A statement that the application is being submitted within the sixty-day period 
permitted for submission pursuant to § 1.720(0 and an identification of the date of 
the last day on which the application could be submitted. 

This application for extension of patent term under 35 U.S.C. § 156 is being submitted 
within the sixty-day period permitted for submission under 37 C.F.R. § 1 720(f). The last day on 
which this application could be submitted is December 15, 2009. 

(6) A complete identification of the patent for which an extension is being sought by the 
name of the inventor, the patent number, the date of issue, and the date of 
expiration. 

The patent for which an extension is being sought is identified as follows: 

Inventors: Michael P. McCarthy 

JoAnne A. Suzich 
U.S. Patent No.: 7,351,533 
Issue Date: April 1, 2008 

Expiration Date: September 5, 2017 

(7) A copy of the patent for which an extension is being sought, including the entire 
specification (including claims) and drawings. 

A copy of U.S. Patent No. 7,351,533 is included herewith as Exhibit 4. 
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(8) A copy of any disclaimer, certificate of correction, receipt of maintenance fee 
payment, or reexamination certificate issued in the patent. 

No maintenance fees are currently due. 

Copies of terminal disclaimers submitted during the prosecution of U.S. Patent No. 
7,351,533 are included herewith as Exhibit 5. 

(9) A statement that the patent claims the approved product, or a method of using or 
manufacturing the approved product, and a showing which lists each applicable 
patent claim and demonstrates the manner in which at least one such patent claim 
reads on: 

(i) The approved product, if the listed claims include any claim to the approved 
product; 

(ii) The method of using the approved product, if the listed claims include any 
claim to the method of using the approved product; and 

(iii) The method of manufacturing the approved product, if the listed claims 
include any claim to the method of manufacturing the approved product. 

As described on page 12 of the Approved Label (Exhibit 2), the approved product is a 

non-infectious recombinant, AS04-adjuvanted vaccine that contains recombinant LI protein, the 
major antigenic protein of the capsid, of oncogenic HPV types 16 and 18. The LI proteins are 
produced in separate bioreactors using the recombinant Baculovirus expression vector system in 
a serum-free culture media composed of chemically-defined lipids, vitamins, amino acids, and 
mineral salts. Following replication of the LI encoding recombinant Baculovirus in Trichoplusia 
ni insect cells, the LI protein accumulates in the cytoplasm of the cells. The LI proteins are 
released by cell disruption and purified by a series of chromatographic and filtration methods. 
Assembly of the LI proteins into virus-like particles (VLPs) occurs at the end of the purification 
process. The purified, non-infectious VLPs are then adsorbed on to aluminum (as hydroxide 
salt). The adjuvant system, AS04, is composed of 3-0-desacyl-4'-monophosphoryl lipid A 
(MPL) adsorbed on to aluminum (as hydroxide salt). 

The approved produce is prepared by combining the adsorbed VLPs of each HPV type 
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together with the AS04 adjuvant system in sodium chloride, sodium dihydrogen phosphate 
dehydrate, and Water for Injection. 

U.S. Patent No. 7,351,533 claims the method of manufacturing the approved product. 
Specifically, Claims 1, 2, 3, 4, 6, 7, 8, 9, 10, 11, 12, 14, and 15 read on methods of 
manufacturing the approved product as demonstrated below: 

Claim: 

1. A method of producing purified human papillomavirus (HPV) virus-like particles 
(VLPs) comprising: purifying a recombinantly expressed HPV LI protein or truncated version 
thereof in the presence of at least one reducing agent that maintains said recombinantly 
expressed HPV LI protein or truncated version thereof in a form other than a VLP; and 
assembling said recombinantly expressed HPV LI protein or truncated version thereof into 
purified human papillomavirus virus-like particles (VLPs). 

2. The method of claim 1 wherein said human papillomavirus VLPs are selected 
from the group consisting of HPV-6, HPV-11, HPV-16, HPV-18, HPV-30, HPV-31, HPV-33, 
HPV-35, HPV-39, HPV-41, HPV-42, HPV-43, HPV-44, HPV-45, HPV-52, HPV-54, HPV-55, 
HPV-56, HPV-58, HPV-70, and mixtures thereof. 

3. The method of claim 2 wherein said human papillomavirus VLP is an HPV-16 

VLP. 

4. The method of claim 2 wherein said human papillomavirus VLPs are HPV-16 
VLPs and HPV-18 VLPs. 

6. The method of claim 1 wherein said reducing agent is a sulfhydryl reducing agent. 

7. The method of claim 6 wherein said sulfhydryl reducing agent is 
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p-mercaptoethanol . 

8. The method of claim 1 wherein assembly of said HPV LI protein or truncated 
version thereof is induced by oxidation or removal of said reducing agent. 

9. A method of producing purified human papillomavirus (HPV) virus-like particles 
(VLPs), comprising: purifying a recombinantly expressed HPV LI protein or truncated version 
thereof in the presence of at least one reducing agent that maintains said recombinantly 
expressed HPV LI protein or truncated version thereof in a form other than a VLP; and 
assembling said recombinantly expressed HPV LI protein or truncated version thereof into 
purified human papillomavirus virus-like particles (VLPs) by removing or oxidizing said at least 
one reducing agent. 

10. The method of claim 9 wherein said human papillomavirus VLPs are selected 
from the group consisting of HPV-6, HPV-11, HPV-16, HPV-18, HPV-30, HPV-31, HPV-33, 
HPV-35, HPV-39, HPV-41, HPV-42, HPV-43, HPV-44, HPV-45, HPV-52, HPV-54, HPV-55, 
HPV-56, HPV-58, HPV-70, and mixtures thereof. 

11. The method of claim 10 wherein said human papillomavirus VLP is an HPV-16 

VLP. 

12. The method of claim 10 wherein said human papillomavirus VLPs are HPV-16 
VLPs and HPV-18 VLPs. 



6 



14. The method of claim 9 wherein said reducing agent is a sulfhydryl reducing agent. 

15. The method of claim 14 wherein said sulfhydryl reducing agent is 13- 
mercaptoethanol. 

Manufacturing the approved product involves "purifying a recombinantly expressed HPV 
LI protein or truncated version thereof in the presence of at least one reducing agent that 
maintains said recombinantly expressed HPV LI protein or truncated version thereof in a form 
other than a VLP; and assembling said recombinantly expressed HPV LI protein or truncated 
version thereof into purified human papillomavirus virus-like particles (VLPs)." Manufacturing 
the approved product also involves "purifying a recombinantly expressed HPV LI protein or 
truncated version thereof in the presence of at least one reducing agent that maintains said 
recombinantly expressed HPV LI protein or truncated version thereof in a form other than a 
VLP; and assembling said recombinantly expressed HPV LI protein or truncated version thereof 
into purified human papillomavirus virus-like particles (VLPs) by removing or oxidizing said at 
least one reducing agent." The reducing agent used in the production of the approved product is 
the sulthydryl reducing agent, p-mercaptoethanol. Thus, claims 1, 6, 7, 8, 9, 14, and 15 of U.S. 
Patent No. 7,351,533 read on the methods of manufacturing the approved product. 

The approved product includes LI VLPs of HPV types 16 and 18. Thus, claims 2, 3, 4, 
10, 1 1, and 12 of U.S. Patent No. 7,351,533 read on the methods of manufacturing the approved 
product. 
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(10) A statement beginning on a new page of the relevant dates and information 
pursuant to 35 U.S.C. 156(g) in order to enable the Secretary of Health and Human 
Services or the Secretary of Agriculture, as appropriate, to determine the applicable 
regulatory review period as follows: 

(i) For a patent claiming a human drug, antibiotic, or human biological 
product: 

A. The effective date of the investigational new drug (IND) application 
and the IND number; 

B. The date on which a new drug application (NDA) or a Product 
License Application (PLA) was initially submitted and the NDA or 
PLA number; and 

C. The date on which the NDA was approved or the Product License 
issued. 

The effective date of the IND application for approved product was September 8, 1998. 
The IND application was assigned number FDA IND #BB-IND-7920. A copy of the letter from 
the FDA acknowledging receipt of the IND application is included herewith as Exhibit 6. 

The effective date of the BLA application for the approved product was March 29, 2007. 
The BLA was assigned submission tracking number BL 125259/0. A copy of the letter from 
FDA acknowledging receipt of this BLA is included herewith as Exhibit 7. 

The BLA was approved by the FDA approval letter dated and sent October 16, 2009, 
setting the effective date of the approval as the October 16, 2009 date of the letter. A copy of the 
approval letter is included herewith as Exhibit 3. 
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(11) A brief description beginning on a new page of the significant activities undertaken 
by the marketing applicant during the applicable regulatory review period with 
respect to the approved product and the significant dates applicable to such 
activities. 

A brief description of the significant activities undertaken by the Applicant during the 
applicable regulatory review period with respect to the approved product and the significant 
dates applicable to such activities is included herewith as Exhibit 8. Exhibit 8 consists of the 
following two parts: 

Exhibit 8A is a chronology of submissions to and from FDA for IND #BB-IND-7920. 
Exhibit 8B is a chronology of submissions to and from FDA for BLA BL 125259/0. 
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(12) A statement beginning on a new page that in the opinion of the applicant the patent 
is eligible for the extension and a statement as to the length of extension claimed, 
including how the length of extension was determined. 

Statement that the Patent is Eligible for Extension: 

In Applicant's opinion, U.S. Patent No. 7,351,533 is eligible for extension under 35 
U.S.C. § 156 because it satisfies all of the requirements for such extension as follows: 
35U.S.C. § 156(a) 

U.S. Patent No. 7,351,533 claims a method of manufacturing the approved product, as 
demonstrated in item (9) above. 

35 U.S.C. § 156(a)(1) 

The term of U.S. Patent No. 7,351,533 currently expires September 5, 2017. Thus, the 
term of U.S. Patent No. 7,351,533 has not expired before the submission of this application for 
extension. 

35 U.S.C. § 156(a)(2) 
The term of U.S. Patent No. 7,351,533 has never been extended. 
35 U.S.C. § 156(a)(3) 

The application for extension is submitted by the owner of record of U.S. Patent No. 
7,351,533 in accordance with the requirements of 35 U.S.C. § 156(d) and the rules of the U.S. 
Patent and Trademark Office. 

35 U.S.C. § 156(a)(4) 

The approved product has been subject to a regulatory review period before its 
commercial marketing or use. 

35 U.S.C. § 156(a)(5)(A) 
The permission for the commercial marketing or use of the approved product after the regulatory 
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review period is the first permitted commercial marketing or use of the product under the 
provision of law under which such regulatory review period occurred. 

Statement as to Length of Extension Claimed: 

In accordance with 35 U.S.C. § 156(g) and the implementing regulations of 37 C.F.R. § 
1.775, the length of the extension claimed was determined as follows: 
37 C.F.R. § 1.775(b): Length of extension 

The term of U.S. Patent No. 7,351,533 should be extended by 562 days [the regulatory 

review period under 37 C.F.R. § 1.775(c) less reductions under 37 C.F.R. § 1.775(d)] from 

September 5, 20 1 7 to March 2 1 , 20 1 9. 

37 C.F.R. § 1.775(c): Regulatory review period 
The IND testing period defined in paragraph (c)(1) is 3490 days. This period extends 

from the effective date of IND #BB-IND-7920 on September 8, 1998 to the filing of BLA BL 

125259/0 on March 29, 2008. 

The BLA approval period defined in paragraph (c)(2) is 566 days. This period extends 
from the filing of BLA BL 125259/0 on March 29, 2008 to the date of approval of BLA BL 
125259/0 on October 16, 2009. 

Thus the regulatory review period under 37 C.F.R. § 1.775(c) [the sum of the periods of 

paragraphs (c)(1) and (c)(2)] is 4056 days. 

37 C.F.R. § 1.775(d): Reductions 
The reduction under paragraph (d)(l)(i) is 3494 days. U.S. Patent No. 7,351,533 issued 

on April 1, 2008. Under 37 C.F.R. § 1.775(d)(l)(i), the number of days in the periods of 

paragraphs (c)(1) and (c)(2) which were on and before the date on which the patent issued shall 

be subtracted from the total number of days in the periods of paragraphs (c)(1) and (c)(2). 
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Accordingly, the number of days in the periods of paragraphs (c)(1) and (c)(2) is reduced by 
3494 days. 

The reduction under paragraph (d)(l)(ii) is 0 days. With respect to paragraph (d)(l)(ii), 
35 U.S.C. 156(d)(2)(B) provides that if a petition is submitted to the Secretary not later than 180 
days after publication of the determination of the applicable regulatory review period, upon 
which it may reasonably be determined that the applicant did not act with due diligence during 
the applicable regulatory review period, the Secretary shall determine if the applicant acted with 
due diligence during the applicable regulatory review period. The Secretary making this 
determination shall notify the Director of the determination and shall publish in the Federal 
Register a notice of such determination together with the factual and legal basis for such 
determination. Any interested person may request, within the 60-day period beginning on the 
publication of a determination, the Secretary to hold an informal hearing on the determination. If 
such a request is made within such period, the Secretary shall hold such hearing, and shall 
provide notice of the hearing to the owner of the patent involved and to any interested person and 
provide the owner and any interested person an opportunity to participate in the hearing. Within 
30 days after the completion of the hearing, the Secretary shall affirm or revise the determination 
which was the subject of the hearing and shall notify the Director of any revision of the 
determination and shall publish any such revision in the Federal Register. There has been no 
such petition or determination by the Secretary, and thus the number of days under (d)(l)(ii) is 0 
days. 

The reduction under paragraph (d)(l)(iii) is 0 days. One-half of the number of days 
remaining in the period defined by paragraph (c)(1) after that period is reduced in accordance 
with paragraphs (d)(l)(i) and (ii) is one-half of 0 days, which is 0 days. 
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The total reduction under paragraph (d)(1) is 3494 days. Subtracting 3494 days from the 
regulatory review period of 4056 days yields an extension of 562 days. 

The extended teen under paragraph (d)(2) is to March 21, 2019. The original term of U.S. 
Patent No. 7,351,533 is to September 5, 2017. U.S. Patent No. is subject to terminal disclaimers 
over U.S. Patent Nos. 6,962,777, 6,416,945, and 6,261,765, each of which patents has an original 
term to September 5, 2017. Thus, the term of U.S. Patent No. 7,351,533 is not shortened by 
terminal disclaimer. Adding 562 days to the original term of the patent results in an extended 
term to March 21, 2019. 

The date under paragraph (d)(3) is October 16, 2023. Adding 14 years to October 16, 
2009, the date of the approval of BLA BL 125259/0, results in the date October 16, 2023. 

The date under paragraph (d)(4) is March 21, 2019. The earlier of March 21, 2019 and 
October 16, 2023 is March 21, 2019. 

The date under paragraph (d)(5) is March 21, 2019. Paragraph (d)(5) applies since the 
original patent was issued after September 24, 1984. Adding 5 years to the original expiration 
date of U.S. Patent No. 7,351,533 of September 5, 2017 results in the date September 5, 2022. 
The earlier of March 21, 2019 and September 5, 2022 is March 21, 2019. 

Thus, as calculated above, the term of U.S. Patent No. 7,351,533 should be extended by 
562 days, from September 5, 2017 to March 21, 2019. 

(13) A statement that applicant acknowledges a duty to disclose to the Director of the 
United States Patent and Trademark Office and the Secretary of Health and Human 
Services or the Secretary of Agriculture any information which is material to the 
determination of entitlement to the extension sought (see § 1.765). 

Applicant acknowledges a duty to disclose to the Director of the United States Patent and 

Trademark Office and the Secretary of Health and Human Services any information which is 

material to any determination of entitlement to the extension sought. 
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(14) The prescribed fee for receiving and acting upon the application for extension (see § 
1.200)). 

As indicated in the transmittal letter submitted with this application, the Patent and 
Trademark Office is authorized to charge the filing fee of $1,120.00 and any additional fees 
which may be required by this or any other related paper, or to credit any overpayment to 
Deposit Account No. 03-0678. 

(15) The name, address, and telephone number of the person to whom inquiries and 
correspondence relating to the application for patent term extension are to be 
directed. 

Please address all inquiries and correspondence relating to this application for patent term 
extension to: 

Raymond J. Lillie 

Carella, Byrne, Bain, Gilfillan, Cecchi, Stewart & 01 stein 
5 Becker Farm Road 
Roseland, NJ 07068 
973-994-1700 



Date: /jl/f/o? 



Carella, Byrne, Bain, Gilfillan, 

Cecchi, Stewart & 01 stein 
5 Becker Farm Road 
Roseland, NJ 07068 



Respectfully Submitted, 

Bv: ^^dAi sJ I&s 

Raymond J. Lillie / 
Registration No. 31,778 



#385314 vl 
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ITED STATES PATENT AND TRADEMARK OFFICE 
Patent Examining Operations 



Applicant(s): McCarthy, et al. 

Serial No: 10/762,928 Art Unit: 1648 

Filed: January 22, 2007 Examiner: Salimi 

Title: In Vitro Method for Disassembly/Reassembly of Papillomavirus Virus-Like 

Particles (VLPs) Homogeneous VLP and Capsomere Compositions Produced by 
Said Methods; Use Thereof as Vehicle for Improved Purification, and Delivery of 
Active Agents 

Docket No.: 469201.716 Customer No.: 27162 

TRANSMITTAL LETTER 



Commissioner for Patents 
P.O. Box 1450 

Alexandria, VA 22313-1450 



SIR: 

Enclosed please find the following: 



1 . Application'for Extension of Patent Termf} 

2. ^^hibrts-t-mrough 7, 8A and 8B; 

3. Check in the amount of $1,120.00; and 

4 A self-addressed, postage paid, return receipt postcard, date stamp and return of which is 
respectfully requested. 



The Commissioner is authorized to charge payment of any additional filing fees required under 
37 C.F.R. 1.16 associated with this communication or credit any overpayment to Deposit Account 
No. 03-0678. 



Oft i 8 ; 



FIRST CLASS CERTIFICATE 



I hereby certify that this correspondence is 
being deposited today with the U.S. Postal Service 
as First Class Mail in an envelope addressed to: 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 




Raymond J. Lillie, Esq. 



Respectfully submitted 




Raymond J. Lillie, Esq. 
Reg. No. 31,778 



CARELLA, BYRNE, BAIN, GILFILLAN, 

CECCHI, STEWART & OLSTETN 
Five Becker Farm Road 
Roseland, New Jersey 07068 
T: (973) 994-1700 
F:(973) 994-1744 
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EXHIBIT 1 



ASSIGNMENT 

For good and valuable consideration, the receipt of which is hereby acknowledged, each of the undersigned, Michael P. McCarthy, 
and Jo Anne A. Suoch . hereby sells, assigns and transfers to Medlmmune. Inc. ("Assignee"), having a place of business at 35 West 
Watkins MHI Road. Gathers burg. Maryland 20878 . a corporation, its successors, assigns and legal representatives, his entire right title 
and interest for the United States and all other countries, in and to the Improvements^) known as: United States Application Serial 
No. 10/762.928 . filed 22 January 2004 and/or executed on even date herewith and is entitled: 

In Vitro Method for Disassembly/Reassembly of Papillomavirus virus-Like Particles (VLPs), Homogeneous VIP and 
Capsomere Compositions Produced by Said Methods; Use Thereof as Vehicle for Improved Purification, and Delivery 

of Active Agents 

and in and to said application and ail divisional, continuing, substitute, renewal, reissue and all other applications for Letters Patent 
which have been or shall be filed in the United States and an other countries on any of said improvements, and in and to all original, 
re-examined and reissued patents and extensions thereof which have been or shall be issued In the United States and all other 
countries on said improvements (hereinafter coJIectiveJy, the 'Improvements"). 

The undersigned further agrees that said Assignee may apply for and receive Letters Patent for said Improvements in its own name; 
and, when requested, without charge to but at the expense of Assignee. Its successors, assigns and legal representatives, to carry out 
in good faith the Intent and purpose of this assignment, the undersigned will execute all divisional, continuing, substitute, renewal, 
reissue and all other patent applications on ail such Improvements; execute all rightful oaths, assignments, powers of attorney and 
other papers; communicate to said Assignee, its successors, assigns and representatives all facts known to the undersigned relating 
to said Improvements and the history thereof; and do everything possible which said Assignee, its successors, assigns or 
representatives shall consider desirable for aiding In securing and maintaining proper patent protection for said Improvements and for 
vesting title to said Improvements and all applications for patent and ail patents on said Improvements in Assignee, its successors, 
assigns and representatives. 

The undersigned hereby represents and warrants to Assignee, its successors, assigns and representatives that no assignment, grant 
mortgage, license or other right or agreement affecting the rights and property herein conveyed has been made to others by the 
undersigned and that full right to convey the same as expressed herein is possessed by the undersigned. 

The undersigned hereby grants power to John N. Bain (Reg. No. 18.651); John G. Gilfillan, III (Reg. No. 22,746); Bitot M. Ostein 
(Reg. No. 24,025); Raymond J. Liilie (Reg. No. 31,778); William Squire (Reg. No. 25,378); Alan J. Grant (Reg. No. 33,389); Francis C. 
Hand (Reg. No. 22,280); G. Gtennon TrouWefiefd (Reg. No. 39050); Raymond E. Stauffer (Reg. No. 47.109); and Michael A. Petrocetli 
(Reg. No. 53,461) to insert on this Assignment any further Identification which may be necessary or desirable in order to comply with 
the rules of the United States Patent and Trademark Office for recordation of this document Address correspondence and telephone 
calls to Raymond J. Utlie . do Carella, Byrne. Ban. Gilfillan, Cecchi, Stewart & Ostein. 5 Becker Farm Road. Rose! and, New Jersey 
07068. 

IN WITNESS WHEREOF, this Assignment Is executed by the undasjgned on the date(s) opposite their signatures): 
• /ent. ;Signatxjre ^/l^^J^- ' J ±:^T .Jll^^i Date: <^3^0f f 0^ 

STATE OF lAarMj&hfiLs . COUNTY OF MflH"f^tf?»<^^ ; SS.: 

Before me this day of 14 CL*. , 2004. personalty appeared the above named 

individuals), to me known to be the persons) who are described In and who executed the foregoing assignment Instrument and 
acknowledged to me that they executed the same qj their own free will fo* the purpose therein expressed. 
FELICIA 6. ALEXANDER * ' " * 

NOTARY PUBLIC STATE OF MAR\^ W ^ S 
My Commission Expires November f, 20*0*3^ 





Inventor's Signature: QC^t^, (S . ^^ X — Date: ?7L*As0? '<3 y 



STATE OF HZr^tpuaL^, COUNTY OF U&uAi^ 01***^ : SS.: 

Before me this day of Ua*<^— , 2004, personally appeared the above named 

indrviduaKs), to me known to be the persons) who are described in and who executed the foregoing assignment instrument and 
aduwwledged to rflgJtbaJ tbev executed the same oj their own free will for the purpose therein expressed. 



NOTARY PIJSUC STATE Of ,MARYLAN!5=4Jr^ <^Oi^ ' 

My CMmimn bplm lumber I, 2QQ^^yl 



CARELLA BYRNE, BAIN. GILFILLAN, CECCHI, STEWART & OLSTEIN 
5 Becker Farm Road - Roseland, NJ 07068 - (973) 994-1700 
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EXHIBIT 2 



HIGHLIGHTS OF PRESCRIBING INFORMATION 

These highlights do not include all the information needed to ose 
CERVAR1X safely and effectively. See full prescribing information for 
CERVARTX. 

CERVARIX [Human Papillomavirus Bivalent (Types 16 and 18) Vaccine, 
Recombinant] 

Suspension for Intramuscular Injection 
Initial U.S. Approval: 2009 

INDICATIONS AND USAGE 

CERVARJX is a vaccine indicated for the prevention of the following 
diseases caused by oncogenic human papillomavirus (HPV) types 16 and 18: 

• cervical cancer, 

cervical intraepithelial neoplasia (CrN) grade 2 or worse and 

adenocarcinoma in siru, and 

cervical intraepithelial neoplasia (CIN) grade 1.(1.1) 
CERVARIX is approved for use in females 10 through 25 years of age. 
Limitations of Use and Effectiveness (1.2) 

• CERVARIX does not provide protection against disease due to all HPV 
types. (14.3) 

• CERVARJX has not been demonstrated to provide protection against 
disease from vaccine and non-vaccine HPV types to which a woman has 
previously been exposed through sexual activity . (14.2) 

DOSAGE AND ADMINISTRATION 

Three doses (0.5-mL each) by intramuscular injection according to the 
following schedule: 0-, 1-, and 6-months. (2.2) 

DOSAGE FORMS AND STRENGTHS 

0.5-mL suspension for injection as a single-dose vial or pre-filled syringe. (3) 

- CONTRAINDICATIONS 

Severe allergic reactions (e.g., anaphylaxis) to any component of 
CERVARIX. (4) 



WARNINGS AND PRECAUTIONS — 

• Because vaccinees may develop syncope, sometimes resulting in falling 
with injury, observation for 1 5 minutes after administration is 
recommended. Syncope, sometimes associated with lonic-clonic 
movements and other seizure-like activity, has been reported following 
vaccination with CERVARJX. When syncope is associated with tono- 
clonic movements, the activity is usually transient and typically 
responds to restoring cerebral perfusion by maintaining a supine or 
Trendelenburg position. (5.1) 

• Do not use the prettied syringes in latex sensitive individuals. (5.2) 
ADVERSE REACTIONS 

• Most common local adverse reactions in £20% of subjects were pain, 
redness, and swelling at the injection site. (6. 1 ) 

• Most common general adverse events in £20% of subjects were fatigue, 
headache, myalgia, gastrointestinal symptoms, and arthralgia. (6.1) 

To report SUSPECTED ADVERSE REACTIONS, contact 
GlaioSmith Kline at 1-888-825-5249 or VAERS at 1-800-822-7967 or 
www.vaers.hhs.gov. 

DRUG INTERACTIONS— 

Do not mix CERVARIX with any other vaccine in the same syringe or vial. 
(7.1) 

USE IN SPECIFIC POPULATIONS 

Safety has not been established in pregnant women. Register women 
who receive CERVARIX while pregnant in the pregnancy registry by 
calling 1-888-452-9622. (8.1) 

• Immunocompromised individuals may have a reduced immune response 
to CERVARIX. (8.6) 

See 17 for PATIENT COUNSELING INFORMATION. 

Revised: Month Year 
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2 FULL PRESCRIBING INFORMATION 

3 1 INDICATIONS AND USAGE 

4 1.1 Indications 

5 CERVAR1X® is indicated for the prevention of the following diseases caused by 

6 oncogenic human papillomavirus (HPV) types 16 and 1 8 [see Clinical Studies (14)]\ 
1 • cervical cancer, 

8 • cervical intraepithelial neoplasia (CIN) grade 2 or worse and adenocarcinoma in situ, and 

9 • cervical intraepithelial neoplasia (CIN) grade 1 . 

10 CERVARIX is approved for use in females 1 0 through 25 years of age. 

11 1.2 Limitations of Use and Effectiveness 

1 2 CERVARIX does not provide protection against disease due to all HPV types [see 

1 3 Clinical Studies (14.3)]. 

14 CERVARIX has not been demonstrated to provide protection against disease from 

1 5 vaccine and non-vaccine HPV types to which a woman has previously been exposed through 

1 6 sexual activity [see Clinical Studies (14.2)]. 

1 7 Females should continue to adhere to recommended cervical cancer screening procedures 

1 8 [see Patient Counseling Information (17)]. 

1 9 Vaccination with CERVARIX may not result in protection in all vaccine recipients. 

20 2 DOSAGE AND ADMINISTRATION 

21 2.1 Preparation for Administration 

22 Shake vial or syringe well before withdrawal and use. Parenteral drug products should be 

23 inspected visually for particulate matter and discoloration prior to administration, whenever 

24 solution and container permit. CERVARIX also should be inspected visually for cracks in the 

25 vial or syringe prior to administration. If any of these conditions exist, the vaccine should not be 

26 administered. With thorough agitation, CERVARIX is a homogeneous, turbid, white suspension. 

27 Discard if it appears otherwise. 

28 2.2 Dose and Schedule 

29 Immunization with CERVARIX consists of 3 doses of 0.5-mL each, by intramuscular 

30 injection according to the following schedule: 0, 1 , and 6 months. The preferred site of 

3 1 administration is the deltoid region of the upper arm. 

32 Do not administer this product intravenously, intradermal ly, or subcutaneously. 

33 3 DOSAGE FORMS AND STRENGTHS 

34 CERVARIX is a suspension for intramuscular injection available in 0.5-mL single-dose 

35 vials and prefilled T1P-LOK® syringes. 
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36 4 CONTRAINDICATIONS 

37 Severe allergic reactions (e.g., anaphylaxis) to any component of CERVARIX [see 

38 Description (11)]. 

39 5 WARNINGS AND PRECAUTIONS 

40 5.1 Syncope 

4 1 Because vaccinees may develop syncope, sometimes resulting in falling with injury, 

42 observation for 15 minutes after administration is recommended. Syncope, sometimes associated 

43 with tonic-clonic movements and other seizure-like activity, has been reported following 

44 vaccination with CERVARJX. When syncope is associated with tonic-clonic movements, the 

45 activity is usually transient and typically responds to restoring cerebral perfusion by maintaining 

46 a supine or Trendelenburg position. 

47 5.2 Latex 



48 The tip cap and the rubber plunger of the needleless prefilled syringes contain dry natural 

49 latex rubber that may cause allergic reactions in latex sensitive individuals. The vial stopper does 

50 not contain latex. 

51 5.3 Preventing and Managing Allergic Vaccine Reactions 

52 Prior to administration, the healthcare provider should review the immunization history 

53 for possible vaccine hypersensitivity and previous vaccination-related adverse reactions to allow 

54 an assessment of benefits and risks. Appropriate medical treatment and supervision should be 

55 readily available in case of anaphylactic reactions following administration of CERVARIX. 

56 6 ADVERSE REACTIONS 

57 The most common local adverse reactions (>20% of subjects) were pain, redness, and 

58 swelling at the injection site. 

59 The most common general adverse events (£20% of subjects) were fatigue, headache, 

60 myalgia, gastrointestinal symptoms, and arthralgia. 

61 6.1 Clinical Studies Experience 

62 Because clinical trials are conducted under widely varying conditions, adverse reaction 

63 rates observed in the clinical trials of a vaccine cannot be directly compared with rates in the 

64 clinical trials of another vaccine, and may not reflect the rates observed in practice. There is the 

65 possibility that broad use of CERVARIX could reveal adverse reactions not observed in clinical 

66 trials. 

67 Studies in Females 10 Through 25 Years of Age: The safety of CERVARJX was 



68 evaluated by pooling data from controlled and uncontrolled clinical trials involving 23,71 3 

69 females 1 0 through 25 years of age in the pre-licensure clinical development program. In these 

70 studies, 12,785 females (10 through 25 years of age) received at least one dose of CERVARJX 

71 and 10,928 females received at least one dose of a control [Hepatitis A Vaccine containing 360 

72 EL.U. ( 1 0 through 1 4 years of age), Hepatitis A Vaccine containing 720 EL.U. ( 1 5 through 

73 25 years of age), or Al(OH) 3 (500 meg, 1 5 through 25 years of age)]. 
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74 Data on solicited local and general adverse events were collected by subjects or parents 

75 using standardized diary cards for 7 consecutive days following each vaccine dose (i.e., day of 

76 vaccination and the next 6 days). Unsolicited adverse events were recorded with diary cards for 

77 30-days following each vaccination (day of vaccination and 29 subsequent days). Parents and/or 

78 subjects were also asked at each study visit about the occurrence of any adverse events and 

79 instructed to immediately report serious adverse events throughout the study period. These 

80 studies were conducted in North America, Latin America, Europe, Asia, and Australia. Overall, 

81 the majority of subjects were white (59%), followed by Asian (26%), Hispanic (9%), black (3%), 

82 and other racial/ethnic groups (3%). 

83 Solicited Adverse Events: The reported frequencies of solicited local injection site 

84 reactions (pain, redness, and swelling) and general adverse events (fatigue, fever, gastrointestinal 

85 symptoms, headache, arthralgia, myalgia, and urticaria) within 7 days after vaccination in 

86 females 1 0 through 25 years of age are presented in Table 1 . An analysis of solicited local 

87 injection site reactions by dose is presented in Table 2. Local reactions were reported more 

88 frequently with CERVARIX when compared with the control groups; in >84% of recipients of 

89 CERVARIX, these local reactions were mild to moderate in intensity. Compared with dose 1, 

90 pain was reported less frequently after doses 2 and 3 of CERVARIX, in contrast to redness and 

91 swelling where there was a small increased incidence. There was no increase in the frequency of 

92 general adverse events with successive doses. 
93 
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94 Table 1 . Rates of Solicited Local Adverse Reactions and General Adverse Events in 

95 Females 10 Through 25 Years of Age Within 7 Days of Vaccination (Total Vaccinated 















CH-KV AlvlA. 


HAV 720 b 


HAV 360 c 


Control* 1 




mi-Aj Jib) 


\l j-iJ j I a) 


f 10-14 vrs) 


(15-25 yrs) 


Adverse Reaction/Event 


% 


% 


% 


% 


Local Adverse Reaction 




N = 3,079 


N = 1,027 


N = 549 


Pain 


91.8 


78.0 


64.2 


87.2 


Redness 


48.0 


27.6 


25.2 


24.4 


Swelling 


44.1 


19.8 


17.3 


21.3 


General Adverse Event 


N = 6,432 


N = 3,079 


N= 1,027 


N = 549 


Fatigue 


55,0 


53.7 


42.3 


53.6 


Headache 


53.4 


51.3 


45.2 


61.4 


GI e 


27.8 


27.3 


24.6 


32.8 


Fever (>99.5°F) 


12.8 


10.9 


16.0 


13.5 


Rash 


9.6 


8.4 


6.7 


10.0 




N = 5,881 


N = 3,079 


N = 1,027 




Myalgia f 


49.1 


44.9 


33.1 




Arthralgia f 


20.8 


17.9 


19.9 




Urticaria f 


7.4 


7.9 


5.4 





97 a Total vaccinated cohort included subjects with at least one documented dose (N). 

98 b HAV 720 = Hepatitis A Vaccine control group [720 EL.U. of antigen and 500 meg Al(OH) 3 ]. 

99 c HAV 360 = Hepatitis A Vaccine control group [360 EL.U. of antigen and 250 meg of 

100 Al(OH) 3 ]. 

101 d Al(OH) 3 Control = control containing 500 meg Al(OH) 3 . 

1 02 e GI = Gastrointestinal symptoms, including nausea, vomiting, diarrhea, and/or abdominal pain. 

103 f Adverse events solicited in a subset of subjects. 
104 



5 



105 
106 



Table 2. Rates of Solicited Local Adverse Reactions in Females 10 Through 25 Years of Age 



Adverse 
Reaction 


CERVARIX 
(10-25 yrs) 
% 


HAV 720 b 
(15-25 yrs) 
% 


HAV 360 c 
(10-14 yrs) 
% 


AI(OH) 3 Control d 
(15-25 yrs) 

% 




Post-Dose 


Post-Dose 


Post-Dose 


Post-Dose 






2 


3 


1 


2 


3 




2 


3 




2 


3 


N 


6,415 


6,197 


5,936 


3,070 


2,919 


2,758 


1,027 


1,021 


1,011 


546 


521 


500 


Pain 


86.9 


76.2 


78.7 


65.6 


54.4 


56.1 


48.5 


38.5 


36.9 


79.1 


66.8 


72.4 


Pain, 
Grade 3 e 


7.5 


5.7 


7.7 


2.0 


1.4 


2.0 


0.8 


0.2 


1.6 


9.0 


6.0 


8.6 


Redness 


27.8 


29.6 


35.6 


16.6 


15.2 


16.1 


15.6 


13.3 


12.1 


11.5 


11.5 


15.6 


Redness, 
>50mm 


0.2 


0.5 


1.0 


0.1 


0.1 


0.0 


0.1 


0.2 


0.1 


0.2 


0.0 


0.0 


Swelling 


22.7 


25.2 


32.7 


10.5 


9.4 


10.5 


9.4 


8.6 


7.6 


10.3 


10.4 


12.0 


Swelling, 
>50mm 


1.2 


1.0 


1.3 


0.2 


0.2 


0.2 


0.4 


0.3 


0.0 


0.0 


0.0 


0.0 



107 
108 
109 
110 
111 
112 
113 
114 
115 
116 
117 
118 
119 
120 



a Total vaccinated cohort included subjects with at least one documented dose (N). 
b HAV 720 = Hepatitis A Vaccine control group [720 EL.U. of antigen and 500 meg Al(OH) 3 ]. 
0 HAV 360 = Hepatitis A Vaccine control group [360 EL.U. of antigen and 250 meg of 
Al(OH) 3 ]. 

11 AI(OH) 3 Control = control containing 500 meg AI(OH) 3 . 

0 Defined as spontaneously painful or pain that prevented normal daily activities. 

The pattern of solicited local adverse reactions and general adverse events following 
administration of CERVARIX was similar between the age cohorts (10 through 14 years and 1 5 
through 25 years). 

Unsolicited Adverse Events: The frequency of unsolicited adverse events that 
occurred within 30-days of vaccination (>1% for CERVARIX and greater than any of the control 
groups) in females 10 through 25 years of age are presented in Table 3. 
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122 
123 



Table 3. Rates of Unsolicited Adverse Events in Females 10 Through 25 Years of Age 
Within 30 Days of Vaccination (£1% For CERVARIX and Greater Than HAV 720, 



124 
125 
126 
127 
128 
129 
130 
131 
132 
133 
134 
135 
136 
137 
138 
139 
140 
141 











AI(OH)3 




CERVARIX 


HAV 720 


HAV joU 


i^onxroi 




% 


% 


% 


0/ 

/o 


Adverse Event 


(N = 6,654) 


(N — J,loO) 


/t\i — i ni^ 


(N — 581) 


Headache 


5.3 


/.0 


i i 


0 T, 

y.j i 


Nasopharyngitis 


3.6 


1 A 

jA 




3.3 


Influenza 


3.2 




1 1 
I .J 


1.9 


Pharyngolaryngeal pain 


2.9 


2.7 


2.2 


2.2 


Dizziness 


2.2 


2.6 


1.5 


3.1 


Upper respiratory infection 


2.0 


1.3 


6.7 


1.5 


Chlamydia infection 


2.0 


4.4 


0.0 


0.0 


Dysmenorrhea 


2.0 


2.3 


1.9 


4.0 


Pharyngitis 


1.5 


1.8 


2.2 


0.5 


Injection site bruising 


1.4 


1.8 


0.7 


1.5 


Vaginal infection 


1.4 


2.2 


0.1 


0.9 


Injection site pruritus 


1.3 


0.5 


0.6 


0.2 


Back pain 


1.1 


1.3 


0.7 


3.1 


Urinary tract infection 


1.0 


1.4 


0.3 


1.2 



a Total vaccinated cohort included subjects with at least one dose administered (N). 
b HAV 720 = Hepatitis A Vaccine control group [720 EL.U. of antigen and 500 meg Al(OH) 3 ]. 
c HAV 360 = Hepatitis A Vaccine control group [360 EL.U. of antigen and 250 meg of 
Al(OH) 3 ]. 

d Al(OH) 3 Control = control containing 500 meg Al(OH) 3 . 

New Onset Autoimmune Diseases (NOADs): The pooled safety database, which 
included controlled and uncontrolled trials which enrolled females 10 through 25 years of age, 
was searched for new medical conditions indicative of potential new onset autoimmune diseases. 
Overall, the incidence of potential NOADs, as well as NOADs, in the group receiving 
CERVARIX was 0.8% (95/12,533) and comparable to the pooled control group (0.8%, 
87/10,730) during the 4.3 years of follow-up (mean 3.0 years) (Table 4). 

In the largest randomized, controlled trial (Study 2) which enrolled females 15 through 
25 years of age and which included active surveillance for potential NOADs, the incidence of 
potential NOADs and NOADs was 0.8% among subjects who received CERVARIX (78/9,319) 
and 0.8% among subjects who received Hepatitis A Vaccine [720 EL.U, of antigen and 500 meg 
Al(OH) 3 ] control (77/9,325). 
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1 42 Table 4. Incidence of New Medical Conditions Indicative of Potential New Onset 

1 43 Autoimmune Disease and New Onset Autoimmune Disease Throughout the Follow-up 

144 Period Regardless of Causality in Females 10 Through 25 Years of Age (Total Vaccinated 





CERVARIX 
(N = 12,533) 


Pooled Control Group" 
(N = 10,730) 




n (%) c 


n (%) c 


Total Number of Subjects With at 
Least One Medical Condition 


95 (0.8) 


87 (0.8) 


Arthritis d 


9 (0.0) 


4 (0.0) 


Celiac disease 


2 (0.0) 


5 (0.0) 


Dermatomyositis 


0 (0.0) 


1 (0.0) 


Diabetes mellitus insulin-dependent 
(Type 1 or unspecified) 


5 (0.0) 


5 (U.U) 


Erythema nodosum 




0 (0.0) 


Hyperthyroidism 6 




15 (0 n 


Hypothyroidism^ 


30 (0.2) 


28 (0.3) 


Inflammatory bowel disease 8 


8(0.1) 


4 (0.0) 


Multiple sclerosis 


4 (0.0) 


1 (0.0) 


Myelitis transverse 


1 (0.0) 


0 (0.0) 


Optic neuritis/Optic neuritis retrobulbar 


3 (0.0) 


1 (0.0) 


Psoriasis 11 


8(0.1) 


11(0.1) 


Raynaud's phenomenon 


0 (0.0) 


1 (0.0) 


Rheumatoid arthritis 


4 (0.0) 


3 (0.0) 


Systemic lupus erythematosus' 


2 (0.0) 


3 (0.0) 


Thrombocytopenia' 


1 (0.0) 


1 (0.0) 


Vasculitis' 1 


1 (0.0) 


3 (0.0) 


Vitiligo 


2 (0.0) 


2 (0.0) 



146 a Total vaccinated cohort included subjects with at least one documented dose (N). 

147 b Pooled Control Group = Hepatitis A Vaccine control group [720 EL.U. of antigen and 

148 500 meg Al(OH) 3 ], Hepatitis A Vaccine control group [360 EL.U. of antigen and 250 meg of 

149 Al(OH) 3 ] and a control containing 500 meg Al(OH) 3 . 

1 50 0 n (%): number and percentage of subjects with medical condition. 

151 d Term includes reactive arthritis and arthritis. 

1 52 c Term includes Basedow's disease, goiter, and hyperthyroidism. 

1 53 f Term includes thyroiditis, autoimmune thyroiditis, and hypothyroidism. 

1 54 B Term includes colitis ulcerative, Crohn's disease, proctitis ulcerative, and inflammatory bowel 

155 disease. 

1 56 h Term includes psoriatic arthropathy, nail psoriasis, guttate psoriasis, and psoriasis. 

157 ' Term includes systemic lupus erythematosus and cutaneous lupus erythematosus. 
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1 58 j Term includes idiopathic thrombocytopenic purpura and thrombocytopenia. 

1 59 k Term includes leukocytoclastic vasculitis and vasculitis. 
160 



1 6 1 Serious Adverse Events: In the pooled safety database, inclusive of controlled and 

162 uncontrolled studies, which enrolled females 10 through 72 years of age, 5.3% (862/16,142) of 

163 subjects who received CERVARIX and 5.9% (814/13,81 1) of subjects who received control 

164 reported at least one serious adverse event, without regard to causality, during the entire follow- 

1 65 up period (up to 7.4 years). 

166 Among females 10 through 25 years of age enrolled in these clinical studies 6.4% of 

1 67 subjects who received CERVARIX and 7.2% of subjects who received the control reported at 

1 68 least one serious adverse event during the entire follow-up period (up to 7.4 years). 

169 Deaths: In completed and ongoing studies which enrolled 57,323 females 9 through 72 



1 70 years of age, 37 deaths were reported during the 7.4 years of follow-up: 20 in subjects who 

1 7 1 received CERVARIX (0.06%, 20/33,623) and 1 7 in subjects who received control (0.07%, 

1 72 1 7/23,700). Causes of death among subjects were consistent with those reported in adolescent 

1 73 and adult female populations. The most common causes of death were motor vehicle accident (5 

1 74 subjects who received CERVARIX; 5 subjects who received control) and suicide (2 subjects 

1 75 who received CERVARIX; 5 subjects who received control), followed by neoplasm (3 subjects 

1 76 who received CERVARIX; 2 subjects who received control), autoimmune disease (3 subjects 

177 who received CERVARIX; 1 subject who received control), infectious disease (3 subjects who 

1 78 received CERVARIX; 1 subject who received control), homicide (2 subjects who received 

1 79 CERVARIX; 1 subject who received control), cardiovascular disorders (2 subjects who received 

1 80 CERVARIX), and death of unknown cause (2 subjects who received control). Among females 

181 10 through 25 years of age, 3 1 deaths were reported (0.05%, 1 6/29,467 of subjects who received 

1 82 CERVARIX and 0.07%, 1 5/20,1 92 of subjects who received control. 

183 6.2 Postmarketing Experience 

] 84 In addition to reports in clinical trials, worldwide voluntary reports of adverse events 

1 85 received for CERVARIX since market introduction (2007) are listed below. This list includes 

1 86 serious events or events which have suspected causal association to CERVARIX. Because these 

1 87 events are reported voluntarily from a population of uncertain size, it is not always possible to 

1 88 reliably estimate their frequency or establish a causal relationship to vaccination. 

1 89 Immune System Disorders: Allergic reactions (including anaphylactic and 

1 90 anaphylactoid reactions), angioedema, erythema multiforme. 

1 9 1 Nervous System Disorders: Syncope or vasovagal responses to injection (sometimes 

192 accompanied by tonic-clonic movements). 

193 7 DRUG INTERACTIONS 

194 7.1 Concomitant Vaccine Administration 

1 95 There are no data to assess the concomitant use of CERVARIX with other vaccines. 

1 96 Do not mix CERVARIX with any other vaccine in the same syringe or vial. 
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197 7.2 Hormonal Contraceptives 

1 98 Among 7,693 subjects 1 5 through 25 years of age in Study 2 (CERVARIX, N = 3,82 1 or 

1 99 Hepatitis A Vaccine 720 EL.U., N = 3,872) who used hormonal contraceptives for a mean of 2.8 

200 years, the observed efficacy of CERVARIX was similar to that observed among subjects who 

20 1 did not report use of hormonal contraceptives. 

202 7.3 Immunosuppressive Therapies 

203 Immunosuppressive therapies, including irradiation, antimetabolites, alkylating agents, 

204 cytotoxic drugs, and corticosteroids (used in greater than physiologic doses), may reduce the 

205 immune response to CERVARIX [see Use in Specific Populations (8. 6)J. 

206 8 USE IN SPECIFIC POPULATIONS 

207 8.1 Pregnancy 

208 Pregnancy Category B 

209 Reproduction studies have been performed in rats at a dose approximately 47 times the 

210 human dose (on a mg/kg basis) and revealed no evidence of impaired fertility or harm to the 

2 1 1 fetus due to CERVARIX. There are, however, no adequate and well-controlled studies in 

2 1 2 pregnant women. Because animal reproduction studies are not always predictive of human 

2 1 3 response, this drug should be used during pregnancy only if clearly needed. 

2H Non-Clinical Studies: An evaluation of the effect of CERVARIX on embryo-fetal, pre- 

215 and post-natal development was conducted using rats. One group of rats was administered 

2 1 6 CERVARIX 30 days prior to gestation and during the period of organogenesis (gestation days 6, 

217 8, 1 1 , and 1 5). A second group of rats was administered saline at 30 days prior to gestation 

218 followed by CERVARIX on days 6, 8, 1 1, and 15 of gestation. Two additional groups of rats 

219 received either saline or adjuvant following the same dosing regimen. CERVARIX was 

220 administered at 0. 1 mL/rat/occasion (approximately 47-fold excess relative to the projected 

221 human dose on a mg/kg basis) by intramuscular injection. No adverse effects on mating, fertility, 

222 pregnancy, parturition, lactation, or embryo-fetal, pre- and post-natal development were 

223 observed. There were no vaccine-related fetal malformations or other evidence of teratogenesis. 

224 Clinical Studies: Overall Outcomes: In clinical studies, pregnancy testing was 

225 performed prior to each vaccine administration and vaccination was discontinued if a subject had 

226 a positive pregnancy test. In all clinical trials, subjects were instructed to take precautions to 

227 avoid pregnancy until 2 months after the last vaccination. During pre-licensure clinical 

228 development, a total of 7,276 pregnancies were reported among 3,696 females receiving 

229 CERVARIX and 3,580 females receiving a control (Hepatitis A Vaccine 360 EL.U., Hepatitis A 

230 Vaccine 720 EL.U., or 500 meg Al(OH) 3 ). The overall proportions of pregnancy outcomes were 

23 1 similar between treatment groups. The majority of women gave birth to normal infants (62.2% 

232 and 62.6% of recipients of CERVARIX and control, respectively). Other outcomes included 

233 spontaneous abortion ( 1 1 .0% and 1 0.8% of recipients of CERVARIX and control, respectively), 

234 elective termination (5.8% and 6. 1 % of recipients of CERVARIX and control, respectively), 

235 abnormal infant other than congenital anomaly (2.8% and 3.2% of recipients of CERVARIX and 
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236 control, respectively), and premature birth (2.0% and 1 .7% of recipients of CERVAR1X and 

237 control, respectively). Other outcomes (congenital anomaly, stillbirth, ectopic pregnancy, and 

238 therapeutic abortion) were reported less frequently in 0. 1 % to 0.8% of pregnancies in both 

239 groups. 

240 Outcomes Around Time of Vaccination: Sub-analyses were conducted to describe 

24 1 pregnancy outcomes in 76 1 women [N = 396 for CERVAR1X and N = 365 pooled control, HAV 

242 360 EL.U., HAV 720 EL.U. and 500 meg AI(OH) 3 ] who had their last menstrual period within 

243 30 days prior to, or 45 days after a vaccine dose and for whom pregnancy outcome was known. 

244 The majority of women gave birth to normal infants (65.2% and 69.3% of recipients of 

245 CERVARIX and control, respectively). Spontaneous abortion was reported in a total of 1 1 .7% of 

246 subjects (1 3.6% of recipients of CERVARIX and 9.6% of control recipients) and elective 

247 termination was reported in a total of 9.7% of subjects (9.9% of recipients of CERVARIX and 

248 9.6% of control recipients). Abnormal infant other than congenital anomaly was reported in a 

249 total of 4.9% of subjects (5.1% of recipients of CERVARIX and 4.7% of control recipients) and 

250 premature birth was reported in a total of 2.5% of subjects (2.5% of both groups). Other 

25 1 outcomes (congenital anomaly, stillbirth, ectopic pregnancy, and therapeutic abortion) were 

252 reported in 0.3% to 1 .8% of pregnancies among recipients of CERVARIX and in 0.3% to 1 .4% 

253 of pregnancies among control recipients. 



254 It is not known whether the observed numerical imbalance in spontaneous abortions in 

255 pregnancies which occurred around the time of vaccination is due to a vaccine-related effect. 

256 Preonancv Registry: Healthcare providers are encouraged to register pregnant women 

257 who inadvertently receive CERVARIX in the GlaxoSmithKline vaccination pregnancy registry 

258 by calling 1-888-452-9622. 

259 8.3 Nursing Mothers 

260 In non-clinical studies in rats, serological data suggest a transfer of anti-HPV-16 and 

261 anti-HPV-1 8 antibodies via milk during lactation in rats. Excretion of vaccine-induced antibodies 

262 in human milk has not been studied for CERVARIX. Because many drugs are excreted in human 

263 milk, caution should be exercised when CERVARIX is administered to a nursing woman. 

264 8.4 Pediatric Use 

265 Safety and effectiveness in pediatric patients younger than 1 0 years of age have not been 

266 established. The safety and effectiveness of CERVARIX have been evaluated in 1 , 1 93 subjects 

267 1 0 through 1 4 years of age and 6,3 1 6 subjects 1 5 through 1 7 years of age. [See Adverse 

268 Reactions (6. 1) and Clinical Studies (1 4. 5). J 

269 8.5 Geriatric Use 

270 Clinical studies of CERVARIX did not include sufficient numbers of subjects 65 years of 

271 age and older to determine whether they respond differently from younger subjects. CERVARIX 

272 is not approved for use in subjects 65 years of age and older. 

273 8.6 Immunocompromised Individuals 

274 The immune response to CERVARIX may be diminished in immunocompromised 

275 individuals [see Drug Interactions (7.3)]. 
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276 11 DESCRIPTION 

277 CERVARIX [Human Papillomavirus Bivalent (Types 16 and 18) Vaccine, Recombinant] 

278 is a non-infectious recombinant, AS04-adjuvanted vaccine that contains recombinant L 1 protein, 

279 the major antigenic protein of the capsid, of oncogenic HPV types 16 and 18. The L 1 proteins 

280 are produced in separate bioreactors using the recombinant Baculovirus expression vector system 

281 in a serum-free culture media composed of chemically-defined lipids, vitamins, amino acids, and 



282 mineral salts. Following replication of the L 1 encoding recombinant Baculovirus in 

283 Trichoplusia ni insect cells, the L 1 protein accumulates in the cytoplasm of the cells. The L 1 

284 proteins are released by cell disruption and purified by a series of chromatographic and filtration 

285 methods. Assembly of the LI proteins into virus-like particles (VLPs) occurs at the end of the 

286 purification process. The purified, non-infectious VLPs are then adsorbed on to aluminum (as 

287 hydroxide salt). The adjuvant system, AS04, is composed of 3-0-desacyl-4'-monophosphoryl 

288 lipid A (MPL) adsorbed on to aluminum (as hydroxide salt). 



289 CERVARIX is prepared by combining the adsorbed VLPs of each HPV type together 

290 with the AS04 adjuvant system in sodium chloride, sodium dihydrogen phosphate dihydrate, and 

29 1 Water for Injection. 

292 CERVARIX is a sterile suspension for intramuscular injection. Each 0.5-mL dose is 



293 formulated to contain 20 meg of HPV type 16 LI protein, 20 meg of HPV type 18 LI protein, 

294 50 meg of the 3-0-desacyl-4'-monophosphoryl lipid A (MPL), and 0.5 mg of aluminum 

295 hydroxide. Each dose also contains 4.4 mg of sodium chloride and 0.624 mg of sodium 

296 dihydrogen phosphate dihydrate. Each dose may also contain residual amounts of insect cell and 

297 viral protein (<40 ng) and bacterial cell protein (<1 50 ng) from the manufacturing process. 

298 CERVARIX does not contain a preservative. 

299 12 CLINICAL PHARMACOLOGY 

300 12.1 Mechanism of Action 

301 Animal studies suggest that the efficacy of LI VLP vaccines may be mediated by the 

302 development of IgG neutralizing antibodies directed against HPV-L I capsid proteins generated 

303 as a result of vaccination. 

304 13 NONCLINICAL TOXICOLOGY 

305 13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility 



306 CERVARIX has not been evaluated for its carcinogenic or mutagenic potential. 

307 Vaccination of female rats with CERVARIX, at doses shown to be significantly immunogenic in 

308 the rat, had no effect on fertility. 

309 14 CLINICAL STUDIES 

3 1 0 Cervical intraepithelial neoplasia (CIN) grade 2 and 3 lesions or cervical adenocarcinoma 

311 in situ ( A1S) are the immediate and necessary precursors of squamous cell carcinoma and 

312 adenocarcinoma of the cervix, respectively. Their detection and removal has been shown to 

3 1 3 prevent cancer. Therefore, C1N2/3 and AIS (precancerous lesions) serve as surrogate markers for 
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314 the prevention of cervical cancer. In clinical studies to evaluate the efficacy of CERVARIX, the 

315 endpoints were cases of CIN2/3 and AIS associated with HPV-16, HPV-1 8, and other oncogenic 

3 1 6 HPV types. Persistent infection with HPV- 1 6 and HPV- 1 8 that lasts for 1 2 months was also an 

317 endpoint. 

318 The efficacy of CERVARIX to prevent histopathoJogically-confirmed CIN2/3 or AIS 

319 was assessed in 2 double-blind, randomized, controlled clinical studies that enrolled a total of 

320 1 9,778 females 1 5 through 25 years of age. 

321 ' • Study 1 (HPV 00 1 ) enrolled women who were negative for oncogenic HPV DNA (HPV 

322 types 1 6, 1 8, 3 1 , 33, 35, 39, 45, 5 1 , 52, 56, 58, 59, 66, and 68) in cervical samples, seronegative 

323 for HPV- 1 6 and HPV- 1 8 antibodies and had normal cytology. This represents a population 

324 presumed "naive" without current HPV infection at the time of vaccination and without prior 

325 exposure to either HPV- 1 6 or HPV- 1 8. Subjects were enrolled in an extended follow-up study 

326 (Study 1 extension [HPV 007]) to evaluate the long-term efficacy, immunogenicity, and safety. 

327 These subjects have been followed for up to 6.4 years. 



328 In Study 2 (HPV 008), women were vaccinated regardless of baseline HPV DNA status, 

329 serostatus or cytology. This study reflects a population of women naive (without current 

330 infection and without prior exposure) or non-naive (with current infection and/or with prior 

33 1 exposure) to HPV. Before vaccination, cervical samples were assessed for oncogenic HPV DNA 

332 (HPV types 16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66, and 68) and serostatus of HPV-16 

333 and HPV- 18 antibodies. 

334 In both studies, testing for oncogenic HPV types was conducted using SPFio-LiPA 2 s PCR 

335 to detect HPV DNA in archived biopsy samples. 

336 14.1 Prophylactic Efficacy Against HPV Types 16 and 18 

337 Study 2: A randomized, double-blind, controlled clinical trial was conducted in which 

338 1 8,665 healthy females 1 5 through 25 years of age received CERVARIX or Hepatitis A Vaccine 

339 control on a 0-, 1 -, and 6-month schedule. Among subjects, 54.8% of subjects were white, 3 1 .5% 

340 Asian, 7.1 % Hispanic, 3.7% black, and 2.9% were of other racial/ethnic groups. 

341 In this study, women were randomized and vaccinated regardless of baseline HPV DNA 



342 status, serostatus or cytology. Women with HPV-16 or HPV-1 8 DNA present in baseline 

343 cervical samples (HPV DNA positive) at study entry were considered currently infected with that 

344 specific HPV type. If HPV DNA was not detected by PCR, women were considered HPV DNA 

345 negative. Additionally, cervical samples were assessed for cytologic abnormalities and serologic 

346 testing was performed for anti-HPV- 1 6 and anti-HPV- 1 8 serum antibodies at baseline. Women 

347 with anti-HPV serum antibodies present were considered to have prior exposure to HPV and 

348 characterized as seropositive. Women seropositive for HPV- 1 6 or HPV- 1 8 but DNA negative for 

349 that specific serotype were considered as having cleared a previous natural infection. Women 

350 without antibodies to HPV-1 6 and HPV-1 8 were characterized as seronegative. Before 

351 vaccination, 73.6% of subjects were naive (without current infection [DNA negative] and 

352 without prior exposure [seronegative]) to HPV-16 and/or HPV-1 8. 
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Efficacy endpoints included histological evaluation of precancerous and dysplastic 
lesions (CIN grade 1, grade 2, or grade 3), and AIS. The mean follow-up after the first dose was 
approximately 39 months. Virological endpoints (HPV DNA in cervical samples detected by 
PCR) included 12-month persistent infection (defined as at least 2 positive specimens for the 
same HPV type over a minimum interval of 10 months). 

The according to protocol (ATP) cohort for efficacy analyses for HPV- 16 and/or HPV-1 8 
included all subjects who received 3 doses of vaccine, for whom efficacy endpoint measures 
were available and who were HPV- 16 and/or HPV- 18 DNA negative and seronegative at 
baseline and HPV- 16 and/or HPV- 18 DNA negative at month 6 for the HPV type considered in 
the analysis. Case counting for the ATP cohort started on day 1 after the third dose of vaccine. 
This cohort included women who had normal or low-grade cytology (cytological abnormalities 
including atypical squamous cells of undetermined significance [ASC-US] or low grade 
squamous intraepithelial lesions [LSIL]) at baseline and excluded women with high-grade 
cytology. 

The total vaccinated cohort (TVC) for each efficacy analysis included all subjects who 
received at least one dose of the vaccine, for whom efficacy endpoint measures were available, 
irrespective of their HPV DNA status, cytology, and serostatus at baseline. This cohort included 
women with or without current HPV infection and/or prior exposure. Case counting for the TVC 
started on day 1 after the first dose. 

The TVC naive is a subset of the TVC that had normal cytology, and were HPV DNA 
negative for 14 oncogenic HPV types and seronegative for HPV- 16 and HPV-1 8 at baseline. 

CERVARIX was efficacious in the prevention of precancerous lesions or AIS associated 
with HPV- 16 or HPV- 18 (Table 5). 

Table 5. Efficacy of CERVARIX Against Histopathological Lesions Associated With 
HPV-16 or HPV-18 in Females 15 Through 25 Years of Age (According to Protocol 





CERVARIX 


Control b 


% Efficacy 
(96.1% CI) C 


N 


Number of 

Cases 


N 


Number of 

Cases 


CIN2/3 or AIS 


7,344 


4 


7,312 


56 


92.9 
(79.9, 98.3) 


CIM 1/2/3 or AIS 


7,344 


8 


7,312 


96 


91.7 
(82.4, 96.7) 



CI = Confidence Interval. 

a Subjects (including women who had normal cytology, ASC-US, or LSIL at baseline) who 
received 3 doses of vaccine and were HPV DNA negative and seronegative at baseline and 
HPV DNA negative at month 6 for the corresponding HPV type (N). The mean follow-up was 
approximately 35 months. 

b Hepatitis A Vaccine control group [720 EL.U. of antigen and 500 meg Al(OH) 3 ]. 
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386 c The 96. 1 % confidence interval reflected in this final analysis results from statistical 

387 adjustment for the previously conducted interim analysis. 
388 

389 Since CIN3 or AIS represents a more immediate precursor to cervical cancer, cases of 

390 CIN3 or AIS associated with HPV-16 or HPV-18 were evaluated. In the ATP cohort, 

391 CERVARIX was efficacious in the prevention of CIN3 or AIS associated with HPV-16 or 

392 HPV-18 (vaccine efficacy = 80.0% [96.1% CI: 0.3, 98.1]). 

393 Subjects who were already infected with one vaccine HPV type ( 1 6 or 1 8) prior to 

394 vaccination were protected from precancerous lesions or AIS and infection caused by the other 

395 vaccine HPV type. 

396 Efficacy of CERVARIX against 1 2-month persistent infection with HPV-16 or HPV-1 8 

397 was also evaluated. In the ATP cohort, CERVARIX reduced the incidence of 1 2-month 

398 persistent infection with HPV-16 and/or HPV-18 by 91.2% (96.1% CI: 85.9, 94.8). 

399 Immune response following natural infection does not reliably confer protection against 

400 future infections. Among subjects who received 3 doses of CERVARIX and who were 

401 seropositive at baseline and DNA negative for HPV-16 or HPV-18 at baseline and month 6, 

402 CERVARIX reduced the incidence of 12-month persistent infection by 91.5% (96.1% CI: 64.0, 

403 99.2%). However, the number of cases of CIN2/3 or AIS was too few to determine efficacy 

404 against histopathological endpoints in this population. 

405 Study 1 and Study 1 Extension: In a second double-blind, randomized, controlled 



406 study (Study 1), the efficacy of CERVARIX in the prevention of HPV-16 or HPV-18 incident 

407 and persistent infections was compared with aluminum hydroxide control in 1, 1 1 3 females 1 5 

408 through 25 years of age. The population was naive to current oncogenic HPV infection or prior 

409 exposure to HPV-16 and HPV-18 at the time of vaccination (total cohort). A total of 776 subjects 

4 1 0 were enrolled in the extended follow-up study (Study 1 Extension) to evaluate the long-term 

4 1 1 efficacy, immunogenicity, and safety of CERVARIX. These subjects have been followed for up 

412 to 6.4 years. 

413 In Study 1 and Study 1 Extension, with up to 6.4 years of follow-up (mean 5.9 years), in 

414 naive females 1 5 through 25 years of age, efficacy against CIN2/3 or AIS associated with 

415 HPV-16 or HPV-1 8 was 100% (98.67% CI: 28.4, 100). Efficacy against 12-month persistent 

416 infection with HPV-16 or HPV-18 was 100% (98.67% CI: 74.4, 100). The confidence interval 

4 1 7 reflected in this final analysis results from statistical adjustment for analyses previously 

4 1 8 conducted, 

419 14.2 Efficacy Against HPV Types 16 and 18, Regardless of Current Infection or 

420 Prior Exposure to HPV-16 or HPV-18 

42 1 Study 2: The study included women regardless of HPV DNA status (current infection) 

422 and serostatus (prior exposure) to vaccine types, HPV-16 or HPV-1 8 at baseline. Efficacy 

423 analyses included lesions arising among women regardless of baseline DNA status and 

424 serostatus, including HPV infections present at first vaccination and those from infections 

425 acquired after dose 1 . In this population which includes naive (without current infection and 
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prior exposure) and non-naive women, CERVARIX was efficacious in the prevention of 
precancerous lesions or AIS associated with HPV-16 or HPV-18 (Table 6). 

However, among women HPV DNA positive regardless of serostatus at baseline, there 
was no clear evidence of efficacy against precancerous lesions or AIS associated with HPV-16 or 
HPV-18 (Table 6). 

Table 6. Efficacy of CERVARIX Against Disease Associated With HPV-16 or HPV-18 in 
Females 15 Through 25 Years of Age, Regardless of Current or Prior Exposure to Vaccine 
HPV Types (Study 2) 



CERVARIX 



N 



Number 
of Cases" 



Control 



N 



Number 

of Cases 8 



% Efficacy 
(96.1% CI) b 



CDV1/2/3 or AIS 



Prophylactic Efficacy 0 



5,449 



5,436 



85 



96.5 
(89.0, 99.4) 



HPV-1 6 or HPV-1 8 DNA Positive 
at Basel ine d 



641 



90 



592 



92 



Regardless of Current Infection or 
Prior Exposure to HPV-16 or 
HPV-18 e 



8,667 



107 



8,682 



240 



55.5 1 
(43.2, 65.3) 



CIN2/3 or AIS 



Prophylactic Efficacy 0 



5,449 



5,436 



63 



98.4 
(90.4, 100) 



HPV-16 or HPV-18 DNA Positive 
at Baseline* 1 



641 



74 



592 



73 



Regardless of Current Infection or 
Prior Exposure to HPV-16 or 
HPV-18 0 



8,667 



82 



8,682 



174 



52.8' 
(37.5, 64.7) 



CLN3 or AIS 



Prophylactic Efficacy 0 



5,449 



5,436 



100 

(64.7, 100) 



HPV-16 or HPV-18 DNA Positive 
at Basel ine* 1 



641 



41 



592 



38 



33.6 1 
(-1.1,56.9) 



Regardless of Current Infection or 
Prior Exposure to HPV-16 or 
HPV-1 8 e 



8,667 



43 



8,682 



65 



435 
436 
437 
438 
439 



CI = Confidence Interval. 

Table does not include disease due to non-vaccine HPV types. 
a Cases = Histopathological cases associated with HPV-16 and/or HPV-1 8. 
b The 96.1% confidence interval reflected in this final analysis results from statistical 
adjustment for the previously conducted interim analysis. 
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440 c TVC naive: includes all vaccinated subjects (who received at least one dose of vaccine) who 

44 1 had normal cytology, were HPV DNA negative for 1 4 oncogenic HPV types and seronegative 

442 for HPV- 1 6 and HPV- 1 8 at baseline (N). Case counting started on day 1 after the first dose. 

443 d TVC subset: includes all vaccinated subjects (who received at least one dose of vaccine) who 

444 were HPV DNA positive for HPV- 16 or HPV- 1 8 irrespective of serostatus at baseline (N). 

445 Case counting started on day 1 after the first dose. 

446 c TVC: includes all vaccinated subjects (who received at least one dose of vaccine) irrespective 

447 of HPV DNA status and serostatus at baseline (N). Case counting started on day 1 after the 

448 first dose. 

449 f Observed vaccine efficacy includes the prophylactic efficacy of CERVARIX and the impact 

450 of CERVARIX on the course of infections present at first vaccination. 
451 

452 14.3 Efficacy Against Cervical Disease Irrespective of HPV Type, Regardless of 

453 Current or Prior Infection with Vaccine or Non-Vaccine HPV Types 

454 Study 2: The impact of CERVARIX against the overall burden of HPV-related cervical 

455 disease results from a combination of prophylactic efficacy against, and disease contribution of, 

456 HPV- 16, HPV- 18, and non-vaccine HPV types. 

457 In the population naive to oncogenic HPV (TVC naive), CERVARIX reduced the overall 

458 incidence of CIN 1/2/3 or AIS, CIN2/3 or AIS, and CIN3 or AIS regardless of the HPV DNA 

459 type in the lesion (Table 7). In the population of women naive and non-naive (TVC), vaccine 

460 efficacy against CIN 1 /2/3 or AIS, CIN2/3 or AIS, and CIN3 or AIS was demonstrated in all 

46 1 women regardless of HPV DNA type in the lesion (Table 7). 
462 
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Table 7. Efficacy of CERVARIX in Prevention of CIN or AIS Irrespective of Any HPV 
Type in Females 15 Through 25 Years of Age, Regardless of Current or Prior Infection 





CERVARIX 


Control 


% Efficacy 
(96.1% CI) 8 


N 


Number 
of Cases 


N 


Number 

of Cases 


CTNl/2/3 or AIS 


Prophylactic Efficacy 13 


5,449 


106 


5,436 


211 


50.1 
(35.9,61.4) 


Irrespective of HPV DNA at 
Baseiine c 


8,667 


451 


8,682 


577 


21.7 
(10.7,31.4) 


CTN2/3 or AIS 


Prophylactic Efficacy" 


5,449 


33 


5,436 


110 


70.2 
(54.7, 80.9) 


Irrespective of HPV DNA at 
Baseline 0 


8,667 


224 


8,682 


322 


30.4 
(16.4, 42.1) 


CTN3 or AIS 


Prophylactic Efficacy 0 


5,449 


3 


5,436 


. 23 


87.0 
(54.9, 97.7) 


Irrespective of HPV DNA at 
Baseline 0 


8,667 


77 


8,682 


116 


33.4 
(9.1,51.5) 



466 
467 
468 
469 
470 
471 
472 
473 
474 
475 
476 
477 
478 
479 
480 
481 
482 
483 
484 



CI = Confidence Interval. 

a The 96. 1 % confidence interval reflected in this final analysis results from statistical 

adjustment for the previously conducted interim analysis. 
b TVC naive: includes all vaccinated subjects (who received at least one dose of vaccine) who 

had normal cytology, were HPV DNA negative for 14 oncogenic HPV types (including 

HPV- 1 6 and HPV- 1 8) and seronegative for HPV- 1 6 and HPV- 1 8 at baseline (N). Case 

counting started on day 1 after the first dose. 
c TVC: includes all vaccinated subjects (who received at least one dose of vaccine) irrespective 

of HPV DNA status and serostatus at baseline (N). Case counting started on day 1 after the 

first dose. 

In exploratory analyses, CERVARIX reduced definitive cervical therapy procedures 
(includes loop electrosurgical excision procedure [LEEP], cold-knife Cone, and laser procedures) 
by 24.7% (96.1% CI: 7.4, 38.9) in the TVC and by 68.8% (96.1% CI: 50.0, 81.2) in the TVC 
naive. 

To assess reductions in disease caused by non-vaccine HPV types, two analyses were 
conducted combining 12 non-vaccine oncogenic HPV types, including and excluding lesions in 
which HPV- 16 or HPV-1 8 were also detected. In these analyses, among females who received 3 
doses of CERVARIX and were DNA negative for the specific HPV type at baseline and month 
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485 6), CERVARIX reduced the incidence of CIN2/3 or AIS by 54.0% (96.1% CI: 34.0, 68.4) and 

486 37.4% (96.1% CI: 7.4, 58.2), respectively. 

487 Post-hoc analyses, adjusted for multiplicity, were conducted to assess the impact of 

488 CERVARIX on CIN2/3 or AIS due to specific non-vaccine HPV types. The ATP cohort for 

489 these analyses included all subjects irrespective of serostatus who received 3 doses of 

490 CERVARIX and were DNA negative for the specific HPV type at baseline and month 6. These 

491 post-hoc analyses were also conducted in the TVC naive population. In analyses including 

492 lesions in which HPV-1 6 or HPV-1 8 were also detected, vaccine efficacy in prevention of 

493 CIN2/3 or AIS associated with HPV-3 1 was 92.0% (99.7% CI: 49.0, 99.8) and 1 00% (99.7% CI: 

494 62.3, 100), respectively. In analyses excluding lesions in which HPV- 16 or HPV- 18 were 

495 detected, vaccine efficacy in prevention of CIN2/3 or AIS associated with HPV-3 1 was 89.4% 

496 (99.7% CI: 29.0, 99.7) and 100% (99.7% CI: 36.3, 100), respectively. 

497 14.4 Immunogenicity 

498 The minimum anti-HPV titer that confers protective efficacy has not been determined. 

499 The antibody response to HPV-16 and HPV-1 8 was measured using a type-specific 

500 binding ELISA (developed by GlaxoSmithKline) and a pseudovirion-based neutralization assay 

501 (PBNA). In a subset of subjects tested for HPV-16 and HPV-18, the ELISA has been shown to 

502 correlate with the PBNA. The scales for these assays are unique to each HPV type and each 

503 assay, thus, comparison between HPV types or assays is not appropriate. 

504 Duration of Immune Response: The duration of immunity following a complete 

505 schedule of immunization with CERVARIX has not been established. In Study 1 and Study 1 

506 Extension, the immune response against HPV-16 and HPV-1 8 was evaluated for up to 76 months 

507 post-dose 1, in females 15 through 25 years of age. Vaccine-induced geometric mean titers 

508 (GMTs) for both HPV- 1 6 and HPV- 1 8 peaked at month 7 and thereafter reached a plateau that 

509 was sustained from month 1 8 up to month 76. At all timepoints, >98% of subjects were 

510 seropositive for both HPV-16 (>8 EL.U./mL, the limit of detection) and HPV-18 (>7 EL.U./mL, 

511 the limit of detection) by ELISA. 

512 In Study 2, GMTs for ELISA and PBNA one month post-dose 3 were measured 

5 1 3 (Table 8). The ATP cohort for immunogenicity included all evaluable subjects for whom data 

5 1 4 concerning immunogenicity endpoint measures were available. These included subjects for 

5 1 5 whom assay results were available for antibodies against at least one vaccine type. Subjects who 

5 1 6 acquired either HPV- 1 6 or HPV- 1 8 infection during the trial were excluded. Of subjects 

517 seronegative at baseline, 99.5% were seropositive for anti-HPV-16 and anti-HPV-1 8 antibodies 

518 at month 7 post-vaccination. 
519 
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Table 8. Summary of Anti-HPV Geometric Mean Titers (GMTs) for HPV-16 and HPV-18 
at Month 7 for Initially Seronegative Females 15 Through 25 Years of Age (According to 



Antibody 

Assav 


■ N 


CERVARIX 
GMT (95% CI) 


N 


Control 
GMT (95% CD 


FITSA b fFT,IJ/mI/> 


Anti-HPV- 16 


861 


9,206.4 (8,607.2, 9,847.2) 


738 


4.4 (4.2, 4.6) 


Anti-HPV- 18 


924 


4,744.6 (4,454.1, 5,053.9) 


769 


3.8 (3.6,3.9) 


PRNA C fED«* 


Anti-HPV- 16 


46 


27,364.8 (19,780.1,37,857.9) 


44 


20.0 (20.0, 20.0) 


Anti-HPV-18 


46 


9,052 (6,851.8, 11,960.5) 


44 


20.0 (20.0, 20.0) 



523 
524 
525 
526 
527 
528 
529 
530 
531 
532 
533 
534 
535 
536 
537 
538 
539 
540 
541 



Subjects who received 3 doses of vaccine for whom assay results were available for at least 

one post-vaccination antibody measurement (N). Subjects who acquired either HPV-16 or 

HPV-18 infection during the study were excluded. 
b Enzyme linked immunosorbent assay (assay cut-off 8 EL.U./mL for anti-HPV-l 6 antibody 

and 7 EL.U./mL for anti-HPV-l 8 antibody). 
c Pseudovirion-based neutralization assay (assay cut-off 40 ED S o for both anti-HPV-l 6 

antibody and anti-HPV-l 8 antibody). 

1 4.5 Bridging of Efficacy from Women to Adolescent Girls 

The immunogenicity of CERVARIX was evaluated in 2 clinical studies involving 1,193 
girls 10 through 14 years of age who received CERVARIX. 

Study 3 (HPV 013) was a double-blind, randomized, controlled study in which 1,035 
subjects received CERVARIX and 1,032 subjects received a Hepatitis A Vaccine 360 EL.U. as 
the control vaccine with a subset of subjects evaluated for immunogenicity. All initially 
seronegative subjects in the group who received CERVARIX were seropositive after 
vaccination, i.e. had levels of antibody greater than the limit of detection of the assay to both 
HPV- 1 6 (>8 EL.U./mL) and HPV-18 (>7 EL.U./mL) antigens. The GMTs for anti-HPV-l 6 and 
anti-HPV-l 8 antibodies in initially seronegative subjects are presented in Table 9. 
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Table 9. Geometric Mean Titers (GMTs) at Months 7 and 18 for Initially Seronegative 
Females 10 Through 14 Years of Age (According To Protocol Cohort for Immunogenicity") 



Age Group 


Anti-HPV-16 Antibodies GMT EL.U./mL 
(95% CI) 


Anti-HPV-18 Antibodies 
(95% CI 


GMT EL.lUmL 


N 


Month 7 


Month 18 


N 


Montb 7 


Month 18 


10-14 years of 
age 


556- 
619 


19,882.0 
(18,626.7,21,221.9) 


3,888.8 
(3,605.0, 4,195.0) 


562- 
628 


8,262.0 
(7,725.0, 8,836.2) 


1,539.4 
(1,418.8, 1,670.3) 
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Subjects who received 3 doses of vaccine for whom assay results were available for at least 
one post-vaccination antibody measurement (N). 

In Study 4 (HPV 012), the immunogenicity of CERVARIX administered to girls 10 
through 14 years of age was compared to that in females 15 through 25 years of age. The 
immune response in girls 10 through 14 years of age measured one month post-dose 3 was non- 
inferior to that seen in females 15 through 25 years of age for both HPV- 16 and HPV-1 8 
antigens (Table 1 0). 

Table 10. Geometric Mean Titers (GMTs) and Seropositivity Rates at Montb 7 for Initially 
Seronegative Females 10 Through 14 Years of Age Compared to 15 Through 25 Years of 



Antibody 
Assay 


10-14 Years of Age 


15-25 Years of Age 


N 


GMT b EL.U./mL 
(95% CI) 


Seropositivity 
Rate' 

% 


N 


GMT b EL.UimL 
(95% CI) 


Seropositivity 
Rate* 

% 


Anti-HPV-16 


143 


17,272.5 
(15,117.9, 19,734.1) 


100 


118 


7,438.9 
(6,324.6, 8,749.6) 


100 


Anti-HPV-18 


141 


6,863 8 
(5,976.3, 7,883.0) 


100 


116 


3,070.1 
(2,600.0, 3,625.4) 


100 



a Subjects who received 3 doses of vaccine for whom assay results were available for at least 

one post-vaccination antibody measurement (N). 
b Non-inferiority based on the upper limit of the 2-sided 95% CI for the GMT ratio (15-25 year 

olds/10-14 year olds) was <2. 
c Non-inferiority based on the upper limit of the 2-sided 95% CI for the difference between the 

seropositivity rates for 10-14 year olds and 15-25 year olds was <10%. 

Based on these immunogenicity data, the efficacy of CERVARJX is inferred in girls 10 
through 14 years of age. 

16 HOW SUPPLIED/STORAGE AND HANDLING 

CERVARIX is available in 0.5-mL single-dose vials and prefilled TIP-LOK syringes. 
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568 Single-Dose Vials 

569 NDC 58160-830-1 1 (package of 10) 

570 Single-Dose Prefilled Disposable TIP-LOK Syringes (packaged without needles) 

571 NDC 58160-830-32 (package of 1) 

572 NDC 58160-830-46 (package of 5) 

573 Store refrigerated between 2° and 8°C (36° and 46°F). Do not freeze. Discard if the 

574 vaccine has been frozen. Upon storage, a fine, white deposit with a clear, colorless supernatant 

575 may be observed. This does not constitute a sign of deterioration. 

576 17 PATIENT COUNSELING INFORMATION 

577 Provide the Vaccine Information Statements prior to immunization. (This is required by 

578 the National Childhood Vaccine Injury Act of 1 986 and are available free of charge at the 

579 Centers for Disease Control and Prevention (CDC) website (www.cdc.gov/vaccines). 

580 Inform the patient, parent, or guardian: 

58 1 • Vaccination does not substitute for routine cervical cancer screening. Women who receive 

582 CERVARJX should continue to undergo cervical cancer screening per standard of care. 

583 • CERVARIX does not protect against disease from HPV types to which a woman has 

584 previously been exposed through sexual activity. 

585 • Since syncope has been reported following vaccination in young females, sometimes 

586 resulting in falling with injury, observation for 1 5 minutes after administration is 

587 recommended. 

588 • Information regarding potential benefits and risks associated with vaccination. 

589 • Report any adverse events to their healthcare provider. 

590 • Safety has not been established in pregnant women. CERVARIX is not recommended for use 

591 in pregnant women or women planning to become pregnant during the vaccination course. 

592 Register women who receive CERVARIX while pregnant in the pregnancy registry by 

593 calling 1-888-452-9622. 
594 

595 CERVARJX and TIP-LOK are registered trademarks of GlaxoSmithKline. 
596 

^^GlaxoSmithKline 

597 

598 Manufactured by GlaxoSmithKline Biologicals 

599 Rixensart, Belgium, US License 1617 

600 Distributed by GlaxoSmithKline 

60 1 Research Triangle Park, NC 27709 
602 

603 ©YEAR, GlaxoSmithKline. All rights reserved. 



22 




EXHIBIT 3 
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Vaccines, Blood & Biologies 



October 16, 2009 Approval Letter 



DEPARTMENT OF HEALTH & HUMAN SERVICES 



Food and Drug 
Administration 
Rockville, MD 20852- 
1448 

OurSTN: BL 125259/0 

GlaxoSmithKline Biologicals 
Attention: Matthew Whitman 
2301 Renaissance Boulevard 
P.O. Box 61540 

King of Prussia, PA 19406-2772 
Dear Mr. Whitman: 

We have approved your biologies license application for Human Papillomavirus 
Bivalent (Types 16 and 18) Vaccine, Recombinant, effective this date. You are 
hereby authorized to introduce or deliver for introduction into interstate commerce 
Human Papillomavirus Bivalent (Types 16 and 18) Vaccine, Recombinant under 
your existing Department of Health and Human Services U.S. License No. 1617. 
Human Papillomavirus Bivalent (Types 16 and 18) Vaccine, Recombinant is 
indicated for the prevention of cervical cancer, cervical intraepithelial neoplasia 
(CIN) grade 2 or worse and adenocarcinoma in situ, and cervical intraepithelial 
neoplasia (CIN) grade 1, caused by oncogenic human papillomavirus (HPV) types 
16 and 18, in females 10 through 25 years of age. 

Under this license, you are approved to manufacture Human Papillomavirus 
Bivalent (Types 16 and 18) Vaccine, Recombinant. The drug substance will be 

manufactured at GlaxoSmithKline Biologicals in — -b(4) . The final 

product will be formulated at Rixensart, Belgium, filled at Rixensart and -b(4)-, 
and labeled and packaged at -b(4)-. You may label your product with the 
proprietary name CERVARIX®. The vaccine will be supplied in 0.5 mL single dose 
vials and 0.5 mL single dose prefilled TIP-LOK® syringes. 

The dating period for Human Papillomavirus Bivalent (Types 16 and 18) Vaccine, 
Recombinant (CERVARIX) shall be 36 months from the date of manufacture when 
stored at 2°C to 8°C. 
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The date of manufacture shall be defined as the start date of filling into final 
containers. 

- b(4) 



Please submit final container samples of the product together with protocols 
showing results of all applicable tests. You may not distribute any lots of product 
untifyou receive a notification of release from the Director, Center for Biologies 
Evaluation and Research (CBER). 

You must submit information to your biologies license application for our review 
and written approval under 21 CFR 601.12 for any changes in the manufacturing, 
testing, packaging or labeling of CERVARIX or in the manufacturing facilities. 

You must submit reports of biological product deviations under 21 CFR 600.14. 
You should identify and investigate all manufacturing deviations, including those 
associated with processing, testing, packing, labeling, storage, holding and 
distribution in a timely manner. If the deviation involves a distributed product, 
may affect the safety, purity, or potency of the product, and meets the other 
criteria in the regulation, you must submit a report on Form FDA 3486 to the 
Director, Office of Compliance and Biologies Quality, Center for Biologies 
Evaluation and Research, HFM-600, 1401 Rockville Pike, Rockville, MD 20852- 
1448. 

Please submit all final printed labeling at the time of use and include 
implementation information on FDA Form 356h and FDA Form 2567 as 
appropriate. Please provide content of labeling in Structured Product Labeling 
format. 

In addition, you may wish to submit two draft copies of the proposed introductory 
advertising and promotional labeling with a Form FDA 2253 to the Center for 
Biologies Evaluation and Research, Advertising and Promotional Labeling Branch, 
HFM-602, 1401 Rockville Pike, Rockville, MD 20852-1448. Please submit your final 
printed advertising and promotional labeling at the time of initial dissemination, 
accompanied by Form FDA 2253. 

All promotional claims must be consistent with and not contrary to approved 
labeling. You should not make a comparative promotional claim or claim of 
superiority over other products unless you have submitted data to support such 
claims for review and approval by CBER. 

ADVERSE EVENT REPORTING 

Adverse experience reports should be submitted, at minimum, in accordance with 
the adverse experience reporting requirements for licensed biological products (21 
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CFR 600.80). Individual adverse event reports should be submitted to the Vaccine 
Adverse Event Reporting System (VAERS) electronically at 
htt ps://secure.vaers.oro /VaersDataEntr vintro.htm or by mail to P.O. Box 1100, 
Rockville, MD 20849-1100, using the pre-addressed form VAERS-1 available at the 
VAERS website (htt p://vaers.hhs.qov i Distribution reports should be submitted on 
a monthly basis for the first year after market introduction and then at least every 
six months in accordance with 21 CFR 600.81. Under 21 CFR 600.80(c)(2) 
[Periodic Adverse Experience Reports], you must report each adverse experience 
not reported under paragraph (c)(l)(i) of this section at quarterly intervals for the 
first 3 years following approval, and then at annual intervals. 

PEDIATRIC REQUIREMENTS 

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications 
for new active ingredients, new indications, new dosage forms, new dosing 
regimens or new routes of administration are required to contain an assessment of 
the safety and effectiveness of the product for the claimed indication in pediatric 
patients unless this requirement is waived, deferred, or inapplicable. 

We are deferring submission of your pediatric study for CERVARIX, in females 9 
years of age, until June 30, 2010, because the data support approval of this 
product for use in females 10 through 25 years of age, and this pediatric study has 
not been completed. 

Your deferred pediatric study required under 505B(a) of the Federal Food, Drug, 
and Cosmetic Act (FDCA) is a required postmarketing study. The status of this 
postmarketing study must be reported according to 21 CFR 601.70 and Section 
505B(a)(3)(B) of the FDCA. This required study is listed below: 

1. A clinical study to evaluate the safety and immunogenicity of 

GlaxoSmithKline Biologicals' Human Papillomavirus Bivalent (Types 16 and 
18) Vaccine, Recombinant when administered to healthy females 9 through 
25 years of age. 

We. acknowledge your September 16, 2009, commitment to submit the final 
clinical study report by June 30, 2010. 

Please submit the final clinical study report to this BLA (STN 125259). For 
administrative purposes, all submissions related to this required pediatric 
postmarketing study must be clearly designated "Required Pediatric 
Assessment." 

We are waiving the pediatric study requirement for children from 0 through 8 
years of age because the necessary studies are impossible or highly impracticable 
as there are too few children with the disease/condition to study. 
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We note that you have fulfilled the pediatric study requirement for children 10 
through 16 years of age with this application. 

POSTMARKETING REQUIREMENTS UNDER 505(o) 

Section 505(o) of the FDCA authorizes FDA to require holders of approved drug 
and biological product applications to conduct postmarketing studies and clinical 
trials for certain purposes, if FDA makes certain findings required by the statute 
(Section 505(o)(3)(A)). 

FDA has determined that you are required to conduct a postmarketing study 
pursuant to Section 505(o)(3)(B)(iii) of the FDCA based upon a subgroup analysis 
of clinical trial data suggesting a numerical imbalance in spontaneous abortions 
among CERVARIX recipients whose pregnancies occurred around the time of 
vaccination (defined as the last menstrual period occurring 30 days before until 45 
days after vaccination), compared to control subjects. 

We have determined that an analysis of spontaneously reported adverse events, 
after product licensure, pursuant to subsection 505(k)(l) of the FDCA, will not be 
sufficient to identify an unexpected serious risk when available data indicates such 
potential. 

Therefore, you are required to conduct a post-licensure analytic epidemiologic 
study to assess the risk of spontaneous abortion following CERVARIX vaccination 
as outlined below: 

2. To conduct a post-licensure analytic epidemiologic study to assess the risk 
of spontaneous abortion following administration of CERVARIX to women 
who become pregnant shortly after vaccination and in women who 
inadvertently received CERVARIX prior to knowledge of their pregnancy. 

We acknowledge the timetable you submitted on September 24, 2009, which 
states that you will conduct this trial according to the following schedule: The 
draft protocol will be submitted by December 31, 2009, and the final protocol by 
April 30, 2010. Study initiation will occur 6 to 12 months after final protocol 
submission. The anticipated study completion date will be when subject 
enrollment is sufficient to detect an increased relative risk of approximately 2.0 
for spontaneous abortions if it exists. The final clinical study report will be 
submitted within 6 months after study completion. Interim reports will be 
submitted to the FDA every 6 months for the duration of the study. 

Please submit the study protocol to your IND -b(4)-, with a cross-reference letter 
to this BLA, and submit all final reports to this BLA. Please submit a supplement, 
reflecting the results of the study, and use the following designators to 
prominently label all submissions, including supplements, relating to this 
postmarketing study requirement as appropriate: 
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• Required Postmarketing Study Protocol under 505(o) 

• Required Postmarketing Study Final Report under 505(o) 

. Required Postmarketing Study Correspondence under 505(o) 

• Required Postmarketing Study 6-Month Interim Report under 505 

(o) 

Section 505(o)(3)(E)(ii) of the FDCA requires you to report periodically on the 
status of any study or clinical trial required under this section. This section also 
requires you to periodically report to FDA on the status of any study or clinical trial 
otherwise undertaken to investigate a safety issue. Section 506B of the FDCA, as 
well as 21 CFR 601.70, requires you to report annually on the status of any 
postmarketing commitments or required studies or clinical trials. 

FDA will consider the submission of your annual report, under Section 506B and 

21 CFR 601.70, to satisfy the periodic reporting requirement under Section 505(o) 
(3)(E)(ii) provided that you include the elements listed in 505(o) and 21 CFR 
601.70. We remind you that to comply with 505(o), your annual report must also 
include a report on the status of any study or clinical trial otherwise undertaken to 
investigate a safety issue. Failure to submit an annual report for studies or clinical 
trials required under 505(o) on the date required will be considered a violation of 
FDCA Section 505(o)(3)(E)(ii) and could result in enforcement action. 

AGREED UPON POSTMARKETING COMMITMENTS 

Postmarketing study subject to reporting requirements of 21 CFR 601.70 

We acknowledge your written commitments as described in your correspondence 
and submissions of July 31, August 14, September 21, and October 2, October 7, 
and 

October 9, 2009, as outlined below: 

3. To conduct an observational study in a U.S. managed care organization to 
evaluate the incidence of new onset autoimmune disease among at least 
50,000 CERVARIX recipients. The final protocol will be submitted by March 
2010. Projected completion of patient accrual, subject to vaccine uptake, 
will be completed by March 2013. Projected study completion, subject to 
vaccine uptake, will be completed by September 2014. The final study 
report is projected to be submitted by March 2015 (6 months after study 
completion). 

4. To establish a U.S. pregnancy registry. The registry will be initiated 
immediately after vaccine licensure and continue for at least 5 years. 
Supplemental data from an ongoing pregnancy registry in the United 
Kingdom, operated by the Health Protection Agency, will be included in all 
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GSK analyses submitted to FDA. 
5. To submit final study reports for the following on-going long term efficacy 
studies: 

a. Study HPV-008: This study will be completed by October 30, 2009. 
The final clinical study report will be submitted by December 31, 
2010. 

b. Study HPV-009: This study will be completed by October 30, 2010. 
The final clinical study report will be submitted by January 31, 2012. 

c. Study HPV-015: This study will be completed by October 30, 2010. 
The final clinical study report will be submitted by December 31, 
2011. 

d. Study HPV-023: This study will be completed by September 30, 
2010. The final clinical study report will be submitted by September 
30, 2011. 

e. Study HPV-024: This study has been completed. The final clinical 
study report will be submitted by December 31, 2009. 

f. Study HPV-040: The final protocol will be submitted by December 1, 
2009. Subject accrual will be completed on December 31, 2009. This 
study will be completed by June 30, 2014. The final clinical study 
report will be submitted by December 31, 2015. 

For each postmarketing study subject to the reporting requirements of 21 CFR 
601.70, you must describe the status in an annual report on postmarketing studies 
for this product. The status report for each study should include: 

• information to identify and describe the postmarketing commitment 

• the original schedule for the commitment 

• the status of the commitment (i.e. pending, ongoing, delayed, terminated, 
or submitted) 

• an explanation of the status including, for clinical studies, the patient 
accrual rate (i.e. number enrolled to date and the total planned enrollment) 

Please submit clinical protocols to your IND -b(4)-, with a cross-reference letter to 
this BLA. Submit chemistry, manufacturing, and controls protocols and final study 
reports to this BLA. If the information in the final study report supports a change 
in the labeling, the final study report should be submitted as a supplement. We 
may also request a supplement if we think labeling changes are needed. Please 
use the following designators to prominently label all submissions, including 
supplements, relating to these postmarketing study commitments as appropriate: 

• Postmarketing Study Protocol 

• Postmarketing Study Final Report 

• Postmarketing Study Correspondence 

• Annual Report on Postmarketing Studies 
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When you have fulfilled your commitment, submit your final report as "PMC 
Submission - Final Study Report" or "Supplement Contains Postmarketing Study 
Commitment - Final Study Report." 

As described in 21 CFR 601.70(e), we may publicly disclose information regarding 
these postmarketing studies on our Web site 
http://www.accessdata.fda.gov/scripts/cd er/ pmc/index.cfm . 

Please refer to FDA's Guidance for Industry: Reports on the Status of 
Postmarketing Commitments - Implementation of Section 130 of the Food and 
Drug Administration Modernization Act of 1997 for further information. 

Postmarketing Studies not subject to reporting requirements of 21 CFR 
601.70. 

We acknowledge your written commitments as described in your correspondence 
of 

October 2 and October 8, 2009, as outlined below: 

6. b(4) - - - — 



7. - -- b(4) 



For each postmarketing commitment not subject to the reporting requirements of 
21 CFR 601.70, you may report the status to FDA as a "PMC Submission - Status 
Update/' The status report for each commitment should include: 

• Information to identify and describe the postmarketing commitment, 

• The original schedule for the commitment, 

• The status of the commitment (i.e., pending, ongoing, delayed, terminated, 
or submitted), 

• An explanation of the status including, for clinical studies, the subject 
accrual rate (i.e., number enrolled to data and the total planned 
enrollment). 

If you have any questions, please contact Ms. Helen S. Gemignani, Regulatory 
Project Manager, at 301-827-3070. 
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Sincerely yours, 
—signature- 
Norman W. Baylor, Ph.D. 
Director 

Office of Vaccines Research and Review 
Center for Biologies Evaluation and Research 

Contact Us 

• Consumer Affairs Branch (CBER) 

• (800) 835-4709 
. (301) 827-1800 

• ocod@fda.hhs.gov 

Division of Communication and Consumer Affairs 
Office of Communication, Outreach and Development 
Food and Drug Administration 
1401 Rockville Pike 
Suite 200N/HFM-47 
Rockville, MD 20852-1448 
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ABSTRACT 



A method of disassembly/reassembly of papillomavirus 
VLPs is provided. The resultant VLPs have enhanced homo- 
geneity, present conformational, neutralizing PV epitopes, 
and therefore are useful prophylactic and diagnostic agents. 
Further, these VLPs can be used to encapsulate desired 
moieties, e.g., therapeutic or diagnostic agents, or marker" 
DNAs, and the resultant VLPs used as in vivo delivery 
vehicles or as pscudovirions for evaluating vaccine efficacy. 

IS Claims, 10 Drawing Sheets 
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IN VITRO METHOD FOR 
DISASSMBLY/REASSEMBLY OF 
PAPILLOMAVIRUS VIRUS-LIKE PARTICLES 

(VLPS). HOMOGENEOUS VLP AND 
CAVSOMERE COMPOSITIONS PRODUCED 

BY SAID METHODS: USE THEREOF AS 
VEHICLE FOR IMPROVED PURIFICATION, 
AND DELIVERY OF ACTIVE AGENTS 

CROSS REFERENCE TO RELATED 
APPLICATIONS 

This application is a continuation-in-part of application 
Ser. No. 10/138,739, filed May 6, 2002 now abandoned, and 
is a continuation-in-part of application Ser. No. 09/457.594, 
filed Dec. 9, 1999 now U.S. Pat. No. 6,962,777, and appli- 
cation Scr. No. 09/457.594 is a continuation-in-part of 
application Ser. No. 09/379,615, filed Aug. 24, 1999, now 
U.S. Pat. No. 6,416,945, which is a divisional of application 
Ser. No. 08/923,997, filed Sep. 5, 1997, now abandoned, and 
application Ser. No. 10/138,739 is a continuation of appli- 
cation Ser. No. 09/379,615, filed Aug. 24, 1999, now U.S. 
Pat. No. 6,416,915, which is a divisional of application Ser. 
No. 08/923,997, filed Sep. 5, 1997, now abandoned, the 
contents of which are incorporated herein by reference in 
their entireties. 

FIELD OF THE INVENTION 

The present invention provides a highly efficient means of 
disassembly of papillomavirus virus-like particles (VLPs) 
into capsomeres and/or smaller subunits, and reassembly 
into VLPs. These reassembled VLP-containing composi- 
tions produced by the invention express conformational, 
neutralizing epitopes and have high homogeneity and there- 
fore comprise effective diagnostic and prophylactic agents 
for diagnosis or prevention of papillomavirus infection. 
Also, the present invention relates to the use of such VLPs 
for encapsulation of desired moieties, e.g., diagnostic or 
therapeutic agents, and the use thereof as "pseudovirions" 
for evaluating the efficacy of putative vaccines or therapeu- 
tics. 

BACKGROUND OF THE INVENTION 

Papillomaviruses infect a wide variety of different species 
of animals including humans. Infection is typically charac- 
terized by the induction of benign epithelial and fibro- 
epithelial tumors, or warts at the site of infection. Each 
species of vertebrate is infected by a species-specific set of 
papillomavirus, itself comprising several different papillo- 
mavirus types. For example, more than sixty different 
human papillomavirus (HPV) genotypes have been isolated. 
Papillomaviruses are highly species-specific infective 
agents. For example, canine and rabbit papillomaviruses 
cannot induce papillomas in heterologous species such as 
humans. Neutralizing immunity to infection against one 
papillomavirus type generally does not confer immunity 
against another type, even when the types infect a homolo- 
gous species. 

In humans, papillomaviruses cause genital warts, a preva- 
lent sexually-transmitted disease. HPV types 6 and 1 1 arc 
most commonly associated with benign genital warts condy- 
lomata acuminata. Genital warts are very common, and 
subclinical or inapparent HPV infection is even more com- 
mon than clinical infection. While most HPV-induced 
lesions are benign, lesions arising from certain papilloma- 
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virus types, e.g., HPV- 16 and HPV-18, can undergo malig- 
nant progression. Moreover, infection by one of the malig- 
nancy-associated papillomavirus types is considered to be a 
significant risk factor in the development of cervical cancer, 
5 the second most common cancer in women worldwide. Of 
the HPV genotypes involved in cervical cancer, HPV-16 is 
the most common, being found in about 50% of cervical 
cancers. 

In view of the significant health risks posed by papillo- 

10 mavirus infection generally, and human papillomavirus 
infection in particular, various groups have reported the 
development of recombinant papillomavirus antigens and 
their use as diagnostic agents and as prophylactic vaccines. 
In general, such research has been focused toward producing 

is prophylactic vaccines containing the major capsid protein 
(LI) alone or in combination with the minor capsid protein 
(L2). For example, Ghim et al, Wra/ogy, 190:548-552 
(1992), reported the expression of HPV- 1 LI protein, using 
vaccinia expression in Cos cells, which displayed confor- 

20 mational epitopes and the use thereof as a vaccine or for 
serological typing or detection. This work is also the basis of 
a patent application, U.S. Ser. No. 07/903,109, filed Jun. 25, 
1992 (abandoned in favor of U.S. Ser. No. 08/216,506, filed 
on Mar. 22, 1994), which has been licensed by the assignee 

25 of this application. Also, Suzich et al, Proc. Natl. Acad. Sci., 
U.S.A., 92:11553-11557 (1995), report that the immuniza- 
tion of canines with a recombinant canine oral papilloma- 
virus (COPV) expressed in a baculovirus/insect cell system 
completely prevented the development of viral mucosal 

30 papillomas. These results are important given the significant 
similarities between many HPVs and COPV. For example, 
COPV, similar to HPVs associated with anogenital and 
genital cancer, infects and induces lesions at a mucosal site. 
Also, the LI sequences of COPV shares structural similari- 

35 ties to HPV LI sequences. Given these similarities, the 
COPYTbeagle model is useful for investigation of LI pro- 
tein-containing vaccines, e.g., investigation of the protective 
immune response, protection from natural infection and 
optimization of vaccination protocols. (Id.) 

40 Also, a research group from the University of Rochester 
reported the production of human papillomavirus major 
capsid protein (LI) and virus-like particles using a bacu- 
lovirus/insect cell expression system (Rose et al, University 
of Rochester, WO 94/20137, published on Sep. 15, 1994). In 

45 particular, they reported the expression of the LI major 
capsid protein of HPV-6 and HPV-1 1 and the production of 
HPV-6, HPV-1 1, HPV-16 and HPV-18 virus-like particles. 

Further, a University of Queensland research group also 
purportedly disclosed the recombinant manufacture of pap- 

50 illomavirus LI and/or L2 proteins and virus-like particles as 
well as their potential use as vaccines (Frazer et al, WO 
93/02189, published Feb. 4, 1993). 

Still further, a United States government research group 
reported recombinant papillomavirus capsid proteins pur- 

55 portedry capable of self-assembly into capsomere structures 
and viral capsids that comprise conformational antigenic 
epitopes (U.S. Pat. No. 5,437,951, Lowy et al, issued Aug. 
1, 1995). The claims of this patent are directed to a specific 
HPV-16 DNA sequence which encodes an LI protein 

60 capable of self assembly and use thereof to express recom- 
binant HPV-16 capsids containing said HPV-16 LI protein. 

With respect to HPV capsid protein containing vaccines, 
it is widely accepted by those skilled in the art that a 
necessary prerequisite of an efficacious HPV LI major 

6S capsid protein-based vaccine is that the LI protein present 
conformational epitopes expressed by native human papil- 
lomavirus major capsid proteins (see, e.g., Hines et a). 
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Gynecologic Oncology. 53:13-20 (1994); Suzich et a], Proc. below (composed of a mutated form of the HPV-16 LI 

NatL Acad. Sci., U.S.A .. 92: 1 1 553- 1 1 557 ( 1 995)). protein from which the C-termina) 34 amino acids have been 

Both non-particle and particle recombinant HPV LI pro- deleted). Finally the ability to disassemble and reassemble 

teins that present native conformational HPV LI epitopes VLPs in vitro allows for the packaging of desired exogenous 

have been reported in the literature. It is known that LI is 5 compounds within the reassembled VLP. 

stable in several oligomeric configurations, e.g., (i) capsom- Earlier attempts at papilloma VLP disassembly have 

eres which comprise pentamers of the LI protein and (ii) included experiments based on earlier work performed on 

capsids which are constituted of seventy-two capsomeres in polyomavirus, a related papovavirus, wherein it was shown 

a T=7 icosahedron structure. Also, it is known that the LI that both the reduction of disulfides and chelation of cations 

protein, when expressed in eukaryotic cells by itselt or in to were essential for virion disassembly (Brady et al, J. Virol, 

combination with L2, is capable of efficient self-assembly 23:717-724 (1977)). However, in the case of HPV VLPs it 

into capsid-like structures generally referred to as virus-like has been shown that the low levels of reducing agent (1-10 

particles (VLPs). mM DTT) which provide for optimal polyomavirus disas- 

VLPs have been reported to be morphologically and sembly in the presence of low levels of chelating agents 

antigenically similar to authentic virions. Moreover, immu- is (e.g., 0.5-10 mM EGTA) were only slightly effective at 

nization with VLPs has been reported to elicit the production disassembly of papillomavirus VLPs (see Table 1 , Li et al, 

of virus-neutralizing antibodies. More specifically, results J. Virol, 71:2988-2995 (1997)). By contrast, partially 

with a variety of animal papillomaviruses (canine oral trypsinized HPV-1 1 LI VLPs have been reported to disas- 

papillomavims and bovine papillomavirus-4) have sug- sociate effectively under sucb conditions (Li et al, J. Virol, 

gested that immunization with VLPs results in protection 20 71:2988-2995 (1997)). However, this is disadvantageous as 

against subsequent papillomavirus infection. Consequently, the use of protease may result in adverse effects, e.g., 

VLPs composed of HPV L 1 proteins have been proposed as removal of neutralizing epitopes. 

vaccines for preventing diseases associated with human Also, Sapp and coworker demonstrated that "partial dis- 

papillomavirus infections. assembly" of HPV-33 VLPs could by achieved by treatment 

For example, it has been reported that the Li protein can 25 with reducing agent alone (20 mM DTT). However, the 

assemble into VLPs when expressed using recombinant exlent of VLP breakdown was not determined (Sapp et al, J. 

baculovirus and vaccinia virus vectors and in recombinant Gen. Virol., 76:2407-2412 (1995)). 

yeast (Hagensee et al, J. Virol, 68:4503-4505 (1994); Hoff- As discussed above, HPV capsid assembly requires cor- 
mann et al, Virology, 209:506-518 (1995); Kimbauer et al, rectly-folded LI protein. However, additional factors sig- 
Proc. Nail Acad. Sci. USA, 89:12180-12184(1992); Kirn- 30 nificant for VLP formulation and stability have not been well 
bauer et al, J. ViroL, 67:6929-6936 (1993); Rose et al, J. elucidated. With respect thereto, it is generally known that 
Virol, 67:1936-1944 (1993); Sasagawa et al, Virology, 206: VLP assembly can be affected by numerous factors. For 
126-135 (1995); Suzich et al, Proc. Natl. Acad. Sci. USA, example, factors and conditions known to affect assembly 
92:11553-11557 (1995); Volpers et al, Virology, 200:504- for other viruses include, by way of example: pH, ionic 
512 (1994); Zhou et al, J. ViroL, 68:619-62 5 (1994)). 35 strength, posttranslational modifications of viral capsid pro- 
Most previous recombinant LI preparations isolated from teins, disulfide bonds, and divalent cation bonding, among 
eukaryotic cells have resulted in a variable population of others. For example, the importance of cation bonding, 
VLPs approaching 55 nm in diameter, which are similar in specifically calcium, in maintaining virion integrity has been 
appearance to intact virions. However, VLP assembly is shown for polyomavirus (Brady et al, J. Virol, 23:717-724 
somewhat sensitive to cell type. For example, LI expressed 40 (1977)), and rotovirus (Gajardo et al, J. Virol, 71:2211-2216 
in Escherichia coli is expressed largely in the form of (1997)). Also, disulfide bonds appear to be significant for 
capsomeres or smaller, with few or no capsids apparent stabilizing polyomavirus (Walter el al, Cold Spring Har 
either in the cell or upon purification (Rose et al, J. Virol. , Symp. Quant. Biol, 39:255-257 (1 975); Brady et al, J. Virol, 
67:1936-1944 (1993); Li et al. J. Virol, 71:2988-2995 23:717-724 (1977)); and SV40 viruses (Christansen et al, J. 
(1997)). Similar results are observed when the polyoma 45 Virol, 21:1079-1084 (1977)). Also, it is known that factors 
virus VT1 protein is expressed in E. coli (Salunke et al, such as pH and ionic strength influence polyoraavirus capsid 
Biophys. 1. 56:887-900 (1989))- stability, presumably by affecting electrostatic interactions 
To date there has not been reported an effective in vitro (Brady et al, J. Virol, 23:71 7-724 (1977); Salunke et al. Cell, 
method for the quantitative disassembly and subsequent 46:895-904 (1986); Salunke et al, Biophys. J., 56:887-900 
reassembly of papillomavirus VLPs. Such a method would so (1980)). Also, it is known that post-translational modifica- 
be highly advantageous as it would potentially enable the tions of some viral capsid proteins may affect capsid stability 
preparation of more stable and/or homogeneous papilloma- and assembly, e.g., glycosylation. phosphorylation, and 
virus VLPs. This would be beneficial as homogeneity and acetylation (Garcea et al, Proc. Natl. Acad. Sci. USA, 
stability are both significant concerns in vaccine preparation 80:3613-3617 (1983); Xi et al, J. Gen. Virol, 72:2981-2988 
and characterization during manufacture. Furthermore, the 55 (1991)). Thus, there are numerous interrelated factors which 
ability to disassemble and reassemble VLPs has important may affect capsid stability, assembly and disassembly which 
applications to 'VLP purification. HPV Li proteins vary widely even for relaled viruses, 
expressed in eukaryotic cells spontaneously assemble to Therefore, there exists a need in the art for elucidation of 
form VLPs, as discussed above. However, most protein the factors that affect papillomavirus VLP assembly and 
purification procedures have been designed to purify pro- 60 disassembly. Moreover, based thereon, there exists a need in 
teins much smaller than the ~20 million dalton, 55 nm VLP. the art for an efficient in vitro method of disassembly and 
The potential to disassemble VLPs extracted from eukary- reassembly of papillomavirus VLPs which results in VLPs 
otic cells to the level of LI capsomeres or smaller, purify the having good homogeneity, stability, and immunogenic prop- 
smaller components by conventional techniques, and then erties, i.e., those which present conformational and more 
reassemble to form VLPs at the desired stage of the purifi- 65 particularly neutralizing epitopes expressed on the surface of 
cation process is very powerful, and is currently being native, intact papillomavirus vlxtons. Moreover, there is a 
utilized in the purification Of HP V~l 6 n VLPs, as discussed significant need for methods for disassembly and reassembly 
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of papillomavirus VLPs which obviate the problems of exposure of VLPs, to a solution comprising a high concen- 

partial VLP disassembly and which avoid the use of protease tration of at least one sulfhydryl reducing agent preferably 

used in prior methods of generating papillomavirus capsom- contained in appropriate ionic strength buffers. In one 

eres embodiment, the ionic strength may be from about 0.1 M to 

5 1.5M, preferably from about 0.1M to 1.0M. In another 

OBJECTS OF THE INVENTION embodiment, the ionic strength may be up to, but does not 

exceed, 0.5M. Specifically, the subject method results in 

Thus, it is an object of the invention to solve the problems reassembled VLP-coniaining compositions of very high 

of the prior art. homogeneity, predominantly comprising particles in the 

More specifically, it is an object of the invention to io range of full-size VLPs, averaging 56.5*7.0 nm (n=1 5) with 

provide a novel method for disassembly and reassembly of very few partially assembled VLPs or smaller complexes. 

papillomavirus VLPs. The yields are also very high, i.e., quantitative, averaging 

Still more specifically, it is an object of the invention to 80-90% in terms of total LI protein from starting material to 

provide a novel method for disassembly and reassembly of reassembled VLPs under optimal disassembly conditions. 

human papillomavirus VLPs. 15 Moreover, essentially all the previously disassociated cap- 
It is also an object of the invention to provide a method someres reassemble to produce soluble, filterable, full-size 

which enables quantitative disassembly and assembly of VLPs. 

papillomavirus VLPs in large quantities. It has been unexpectedly found that use of such conditions 

It is another object of the invention to provide papillo- results in papillomavirus VLP compositions of enhanced 

mavirus VLP-containing compositions, preferably human 20 homogeneity (relative to VLP starting material and to avail- 

papillomavirus VLP-containing compositions, of improved able VLP compositions), i.e., homogeneous compositions 

quality, e.g., improved homogeneity, iramunogenicity, and/ constituted almost entirely of papillomavirus VLPs which 

or stability. are 55 nm, 150 5. Further, it has been shown that these 

It is another object of the invention to provide an homogeneous VLPs present conformational, neutralizing 

improved means of VLP purification by incorporating VLP 25 HPV epitopes, a prerequisite of an effective prophylactic 

disassembly/reassembly within the purification process. HPV VLP-bascd vaccine. Also, it has been surprisingly 

It is still another object of the invention to provide a found by the inventors that chelators do not enhance VLP 

method for encapsulating desired moieties in papillomavirus disassembly, and moreover may inhibit reassembly of cap- 

VLPs, e.g., therapeutic or diagnostic agents. someres into VLPs. As discussed in greater detail infra, these 

It is another object of the invention to provide papillo- 30 findings were surprising because for a related papovavirus, 

mavirus VLPs, preferably human papillomavirus VLPs, polyomavirus, it has been shown that both exposure to low 

which contain desired therapeutic or diagnostic agents con- levels of sulthydryl reducing agent and chelation of calcium 

lained therein, e.g., anti-cancer agents or antiviral agents. ions were essential for virion disassembly. By contrast, such 

It is still another object of the invention to generate conditions are only slightly effective for disassembly of 

"pseudovirions" for HPV virus types wherein recoverable 35 papilloma VLPs. 

quantities of HPV virions are not currently available by the As noted, it has also been found that the papillomavirus 

encapsulation of exogenous compounds into HPV VLPs capsomere and VLP compositions, produced according to 

constructed using LI and L1/L2 proteins of said HPV the invention present structure-specific (conformational), in 

papillomavirus, in particular a DNA corresponding to the particular neutralizing epitopes found on the surface of 

genome of said HPV or a fragment or mutated form thereof, to intact papillomavirus virions. This has been demonstrated 

or a DNA encoding a selectable marker such as B-galac- both by their reactivity with neutralizing and structure- 

tosidase. specific anti-Li papillomavirus monoclonal antibodies in an 

It is still another object of the invention to provide a novel EL1SA assay and by their ability to induce the synthesis of 

method of delivery of a desired moiety, e.g., a DNA to antibodies which neutralize papillomavirus virus infection 

desired cells wherein the delivery vehicle for such moiety, 45 in an RT-PCR infeclion assay. Therefore, they are well suited 

e.g., sense or antisense DNA, comprises a papillomavirus for use as prophylactic agents for preventing PV infeclion 

VLP. and for diagnostic purposes. Furthermore, the subject metb- 

It is still another object of the present invention to use ods for VLP diassembly and reassembly can be applied ai 

pseudovirions based on HPV VLPs in an in vitro assay for different degrees of VLP purity. This allows for disassembly 

assaying the efficacy of potential HPV vaccines which so of crude mixtures of VLPs, purification of the smaller, 

assays the ability of neutralizing antibodies to inhibit the soluble VLP components (which is simpler due to their 

insertion of DNA encapsulated therein into cells. greatly diminished size), followed by reassembly at the 

desired stage of the purification process. Also, this step 

BRIEF DESCRIPTION OF THE INVENTION allows for the removal of other intact adventitious viruses. 

55 Also, as discussed in greater detail infra, the subject 

Therefore, the invention generally relates to a novel methods further provide for the introduction of desired 

method for disassembly and reassembly of papillomavirus moieties, e.g., DNAs, proteins, peptides, hormones, radio- 

VLPs, preferably human papillomavirus VLPs in vitro. nuclides, anti-cancer agents and antiviral agents into VLPs 

As discussed above, papillomavirus VLPs are constituted during reassembly. This is advantageous as such 'VLPs may 

primarily of a structural protein LI, which is stable as 60 be used as delivery vehicles (for insertion of desired moi- 

pentameric capsomeres or capsids composed of 72 capsom- eties into cells) and as "pseudovirions" for evaluating the 

eres. Such VLPs may also comprise the L2 protein. In prophylactic efficacy of papillomavirus vaccines, 

particular, by the judicious choice of experimental condi- The present inventors hypothesize that papillomavirus 

tions, the present inventors have surprisingly discovered that VLP disassembly requires prolonged exposure to very high 

quantitative disassembly of papillomavirus VLPs (almost 65 levels of reducing agent because of the presence of stabi- 

enlirely to the level of capsomeres or smaller), and subse- lizing disulfide bonds which likely are buried and inacces- 

quent reassembly can be consistently achieved by prolonged sible, and that exposure of these bonds to solvent by local 
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structural fluctuations is very infrequent. (This phenomenon expressed by an LI protein of a corresponding wild-type, 

is discussed in greater detail in application Ser. No. 0&/888, infectious HPV. It is well accepted by those skilled in the art 

050 filed on Jul. 3, 1997.) Apparently, upon prolonged that the presentation of conformational epitopes is essentia 

exposwealhigbreducbg^ to the efficacy (both as prophylactic and diagnost.c agents) 

priate ionic strength, e.g., in one embodiment not to exceed 5 of HPV Li protein immunogens. 

0.5M, and in another embodiment, from about 0. 1M to about Conformational Neutralizing Li HPV Epitope 

1 .5M, these bonds become accessible over time. This refers to an epitope expressed on the surface of 

correctly-folded LI protein, fragment or mutated form 

DEFINITIONS thereof, which is also expressed by an LI protein of a 
10 corresponding wild-type, infectious HPV, and which elicits 

Major Capsid Protein or LI Protein neutralizing antibodies. It is well accepted by those skilled 

This refers to the structural protein of papillomavirus in the art that the presentation of conformational neutralizing 

(PV) which constitutes the major portion of the PV capsid epitopes is essential to the efficacy (both as prophylactic and 

structure. This protein has reported application in the prepa- diagnostic agents) of HPV L 1 protein immunogens. 

ration of HPV vaccines and as a diagnostic agent. > 5 Conformationa , Antibody 

Minor Capsid Protein or L2 Protein This refers to an antibody that specifically binds an 

This refers to the structural protein of papillomavirus epitope expressed on a correctly-folded LI protein but not 

which constitutes a minor portion of the PV viral capsid on denatured LI protein. 



structure. 



20 Reducing Agent Solution of High Concentration 

Virus-like Particles or VLPs This refers to a solution containing an amount of at least 

This refers to the capsid-like structures which result upon Q ne sulfhydryl reducing agent, e.g., glutathione, 13-mercap- 

expression and assembly of a papillomavirus Li DNA toetbanol, dithiotbreitol, cysteine, hydrogen sulfide, or 

sequence alone or in combination with an L2 DNA 2-mercaptoethanesulfonic sodium or potassium salt which 

sequence. VLPs are morphologically and antigenically simi- 25 prov ides for at least 70% disassembly of papillomavirus 

lar to authentic virions. VLPs may be produced in vivo, in VLPs when VLPs are contacted therewith for prolonged 

suitable host cells, e.g., mammalian and insect host cells, or perio ds typically at least 2 hours, and more preferably at 

may form spontaneously upon purification of recombinant , fi houfi ^ ^^^jon of ^ reducing agent may 

LI proteins. Additionally, they may be produced using L depCQ dent upon the particular reducing agent. In the 

fragments or mutated forms i thereot 30 ^Xnen*ptoethanoUhis amount will preferably beat 

have been modified by the addition, substitution or deletion , *[ ' . ■ r . 0/ . '-t,, 

of one or more amino acids. LI mutants that fall within the 1«« 1% b * ™gh , more preferably at eas 3-5% by weight 

scopTof the present invention are those that upon VLP m me case of dithiothratol, the amount w> II preferably be at 

reassembly present at least one native PV conformational 'east about 100 mM. 

epitope. For example, this includes LI proteins which have ^ p ro ] onge d Exposure or Contacting of VLPs with Reducing 

been truncated at the ultimate conserved glutamine residue Solution of ffi . 

at thecarboxy-lerminus. Cleavage at said glutamme residue » ^ {q ^ ^ yLps m wjth 

will remove on average 30 to 40 ammo • acid residue iof fce concentration that is suffi- 

Ll protein. Suitable mutants or fragments can be determined w * 6 . . r . . . n fZ/ a- „„„„ui„ „r vi d c :„,„ 

based on the reactivity of said LI proteins with neutralizing ««* to provide for a least 70% disassembly of VLPs into 

antiserum or their ability to elicit neutralizing antiserum. 40 capsomeres. Preferably, such prolonged exposure will result 

in 70-90% disassembly and optimally virtually total VLP 

Pseudovirion disassembly. This time will vary for different PV types, and 

This refers to VLPs, containing exogenous marker com- may a j so depend upon the cells that VLPs are expressed 

pounds, composed of LI or LI and L2 proteins or fragments (starting material), degree of purity (presence or absence of 

or mutated forms thereof of a specific PV type. Pseudoviri- 4J 30^^^) pr i ^ ionic strength. Additionally, VLPs 

ons can be used to test the efficacy of substances, such as formed fom mutated or chemically -altered LI protein, e.g., 

antibodies, to block specific viral binding and/or uptake into c . tenninalJy truncated LI protein, may disassemble under 

target cells in cases where authentic vuus is not available. condjtkms Generally, this exposure will be for at 

Correctly-folded LI Protein least 2 hours (in the case Of HPV-16^ VLPs), and more 

This refers to LI protein, fragment thereot or mutated $0 typically longer, i.e., at least 12 hours, more preferably at 

form thereof, (either monomelic, in the form of small least 16 hours (in the case of HPV- 11 VLPs). 
oligomers (dimers-tetramers) or capsomeres), which is in a 

conformation suitable for reassembly into VLPs and which DETAILED DESCRIPTION OF FIGURES 
retains epitopes present on native viral capsids or VLPs. 



Ca ThTreL to an oligomeric configuration of the LI ^Jte protein was mixed with sample p^iootafe 

protein which is constituted of LI pentamen, m the absence (lane 1 ) or presence Cane 2)of 2 mMDTT 

v r and boiled for 2 minutes prior to gel electrophoresis. Shown 

Capsids on the left are the positions at which molecular weight 

This refers to the structural portion of the papillomavirus 60 s{an dards (in DaxlO -3 ) migrated, 

which is comprised of capsomeres. More specifically, it is pjQ 2: 30% sucrose cushion analysis of HPV- 11 VLP 

constituted of seventy-two capsomeres in a T=7 icosahedron disassembly. HPV- 1 1 preparations were treated at 4° C. as 

structure. described in the text, and samples were taken at the top (T) 

Conformational LI HPV Epitope or bottom (B) of the sucrose cushion prior to gel electro- 

This refers to an epitope expressed on the surface of 65 phoresis. Group 1, untreated, purified HPV-11 VLP starting 

correctly- folded L 1 protein which is also expressed by an LI material in PBS. Group 2, VLPs incubated with 5% BME for 

protein or fragment, or mutated form thereof which is also 16 hours. Group 3, VLPs incubated with 5% B-ME for 1 



FIG. 1: SDS/PAGE analysis of purified HPV-11 LI pro- 
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hour. Group 4, VLPs incubated with 2% BME for 16 hours. 
Group 5, VLPs incubated with 0.5% B-ME for 16 hours. 
Group 6, VLPs incubated with 10 mM DTT, 5 mM EDTA 
for 16 hours. 

FIG. 3: 5-20% linear sucrose gradient analysis of disas- 
sembled HPV-ll VLPs. VLPs in PBS were incubated with 
5% B-ME (a), or 200 mM NaHC0 3! pH 9.6 (b) for 1 6 hours 
at 4° C. and then centrifuged on a 5-20% linear sucrose 
gradient as described in the text. The gradient was collected 



-0.6 kb. Lane S contains molecular size markers. Lane C 
represents reactions carried out with RNA from cells incu- 
bated without virus and Lane V represents cells incubated 
with virus that had not been pre-incubated with serum. As 
expected, the E1'E4 band is detected in virus-infected but 
not in uninfected cells. The next lanes contain PCR products 
from cells infected with virus that had been pre-incubated 
with serial log, 0 dilutions of anti-HPV-ll antiserum (10 -3 - 
I0 -7 ) raised against initial purified HPV-1 1 VLPs and reas- 



in 25 fractions (0.5 ml), and the pellet (P) was resuspended to sembled VLPs as indicated. 



in 0.5 ml PBS. Shown is an immunoblot demonstrating the 
position of the LI protein across the gradient. Aiso indicated 
are the peak positions at which sedimentation standards 
migrated when run on separate gradients. 

FIG. 4: 10-65% linear sucrose gradient analysis of HPV- 
1 1 VLPs in various states of assembly. An aliquot of purified 
VLP starting material (a) was incubated with 5% B-ME for 
1 6 hours at 4° C.(b). A portion of B-ME-treated VLPs were 
then reassembled by dialysis into PBS-0.5 NaCl to remove 



FIG. 8: SDS/Page comparison of HPV16^ VLPs in the 
assembled (-BME) and disassembled (+BME, Run 2) states, 
indicating the greater purity of VLPs purified in the disas- 
sembled state. The position at which HPV-1 6^ LI protein 
15 migrates is indicated by the arrow. 

FIG. 9: 5-20% linear sucrose gradient analysis of disas- 
sembled HPV- 1 6^ VLP' s. Final purified +BME Run 2 VLPs 
(see Table 3) in PBS were incubated with 4% (3 ME for 16 
hours at 4° C. and then centrifuged on a 5-20% linear 



rcducina aeent (c). The samples are then centrifuged on 20 sucrose gradient as described in the Methods section. The 



10-65% linear sucrose gradients as described in the text. 
Each gradient was collected in 12 fractions (1 ml), and the 
pellet (P) was resuspended in 1 ml PBS. Shown are immu- 
noblots demonstrating the positions at which the LI protein 



gradient was collected in 25 fractions (0.5 ml), and the pellet 
(P) was resuspended in 0.5 ml PBS. Shown is an immuno- 
blot, probed with the HPV-1 6 specific monoclonal antibody 
1 6-E. demonstrating the position of the L I protein across the 



sedimentation standards migrated when run on separate 
gradients. 

FIG. 10: 10-65% linear sucrose gradient analysis of 
HPV- \6-jy VLPs in various states of assembly. An aliquot of 



migrated on the different gradients. Also indicated are the 25 gradient. Also indicated are the peak positions at which 
peak positions at which sedimentation standards migrated, 
as in FIG. 3. 

FIG. S: Electron micrographs of HPV-1 1 VLPs in various 
states of assembly. VLPs, treated as described, were stained 

with 2% phosphotungstic acid, applied to grids, and photo- 30 (a) purified VLP staffing material (+§ME Run 2; see Table 
graphed at magnifications of 15-25,000 times, a, purified 3) was incubated with 4% (3 ME for 16 hours at 4° C. (b). A 
VLP starting material, b, VLPs disassembled to the level of portion of B-ME-treatcd VLPs were then reassembled by 
capsomeres by incubation with 5% B-ME for 1 6 hours at 4° dialysis into PBS-0.5 NaCl to remove reducing agent (c). 
C.c, VLPs reassembled from disassembled VLPs by dialysis The samples were then centrifuged on 10-65% linear 
into PBS-0.5 NaCl, d, the central region of image c at greater 35 sucrose gradients as described in the text. Each gradient was 
magnification. Scale bar a,c=200 nm; b,d,=100 nm. collected in 12 fractions (1 ml), and the pellet (P) was 

FIG. 6: Reaction of intact and disassembled VLPs with resuspended in 1 ml PBS. Shown are immunoblots, probed 
HPV-ll structure-specific monoclonal antibodies. HPV-1 1 with the HPV-16 specific monoclonal antibody 16-E, dem- 
Ll VLP starting material (A), VLPs disassembled by treat- onstrating the positions at which the LI protein migrated on 
ment with 5% B-ME either without (B) or with (C) subse- 40 the different gradients. Also indicated are the peak positions 
quent dialysis into PBS-0.5 M NaCl to remove reducing at which sedimentation standards migrated, as in FIG. 9. 
agent, and VLPs disassembled in the presence of 200 mM 
carbonate, pH 9.6 and then dialyzed into PBS-0.5 M NaCl 
(D) were attached to the wells of microtiter plates. HPV-1 1 
structure-specific monoclonal antibodies H-ll Fl (HPV-ll 45 
neutralizing;) and HI 1 .A3 (HPV-1 1 non-neutralizing;.) were 
tested for immunoreactivity to the bound antigens in an 
ELISA as described in the Materials and Methods. Reactiv- 
ity with monoclonal antibody AU1 (■), which recognizes a 

linear epitope found on HPV-1 1 LI , was used as a control to 50 total VLP disassembly, which comprises prolonged expo- 
demonstrate antigen attachment to the microtiter wells. sure of papillomavirus VLPs comprised of LI, LI frag- 
FIG. 7: Comparison of the ability of antisera raised ments, or a mutated LI proteins or a combination of LI 
against initial purified HPV11 VLPs, and reassembled proteins fragments or mutated forms thereof, and L2 pro- 
VLPs, to neutralize HPV-ll virus. Anti-HPV-ll sera were teins, fragments, or mutated forms thereof to a sulfhydryl 
incubated with HPV-ll virions for 60 min at 37° C. before 55 reducing agent solution at high concentration. In general, the 
addition to HaCaT cells. Alternatively, virions were added to concentration of the reducing agent will be at least 1% by 



DETAILED DESCRIPTION OF THE 
INVENTION 

As discussed, the present invention generally relates to a 
novel method which provides for highly effective disassem- 
bly of papillomavirus VLPs, i.e., at least 70% disassembly, 
more preferably 70-90% disassembly, and most preferably 



cells without pre-incubation with serum. Six days post- 
infection, the cells were harvested and total RNA was 
extracted. Ten percent of the total RNA was used for reverse 
transcription, and ten percent of the resulting cDNA was < 
then used as template for nested PCR using primers specific 
for the HPV-ll E1'E4 spliced message. PCR products were 
separated on 2% agarose gels. Gels were stained with 
ethidium bromide and examined under UV light for the 



weight, and more preferably about 3-5% by weight. Prefer- 
ably, the reducing agent-containing solution will have an 
ionic strength which is at most about 1 .5M, and preferably 
lower, typically from about 0.IM to about 1.0M. In another 
embodiment, the reducing agent-containing solution has an 
ionic strength which does not exceed 0.5M. 

However, reducing agent concentrations and ionic 
strength may vary for different papillomavirus types, the 



presence of the -0.6 kb ELE4 band (a). PCR amplification 65 host cells they are obtained from, mutated and/or chemi- 
of B-actin was performed on all cDNA samples as an cally-ahered forms of the LI protein, and purity. More 
internal control (b). The expected size of the B-actin band is specifically, the present inventors have elucidated conditions 
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for maximal disassembly of purified VLPs in vitro, which cushion. Therefore, this assay method is beneficial as it 

provides for efficient subsequent reassembly. It has been facilitates the precise identification of conditions that result 

discovered that prolonged incubation of papillomavirus in maximal VLP disassembly. 

•VLPs with relatively high concentrations of reducing agents In general, it was found that maximal VLP disassembly 

at ionic strengths which are at most 1 .5M, and more pref- 5 requires prolonged exposure of non-aggregated VLPs to a 

erably around physiological ionic strength or higher, gener- solution containing a high concentration of sulthydryl reduc- 

ates homogeneous soluble capsomercs from purified VLPs. ing agent. As explained previously, prolonged exposure is 

Moreover, it has been found that upon removal or altema- the duration sufficient to result in at least 70% disassembly 

tively by oxidation of the reducing agent, a defined popu- of VLPs, more preferably 70-90% VLP disassembly, and 

lation of intact, appropriately-sized VLPs is obtained. 10 ideally virtually total VLP disassembly. In the case of 

This has been shown in particular using HPV-lli VLPs recombinant HPV-11 LI VLPs produced in the exemplified 

produced in a baculovirus/insect cell system, i.e., in Tricko- insect cell system, maximal disassembly occurred after 

plasia ni (High Five®) cells infected with a recombinant about 16 hours at 4"C (using a solution containing 5% by 

baculovirus containing the entire HPV-11 LI DNA weight of 13-mereaptoethanol). However, such exposure 

sequence. However, based on these results, it is reasonable is times may potentially be reduced using other VLP staffing 

to conclude that similar results will be achieved using materials, different pH conditions, higher reducing agent 

papillomavirus VLPs produced from other types and spe- concentrations, and lower ionic strengths. For example, it 

cies, in particular other human papillomavirus types. This is has been found [results not shown] that substantial disas- 

reasonable as numerous papillomavirus LI proteins have sembly of VLPs formed by a C-terminally-truncated form of 

been demonstrated to result in VLPs when expressed in 2<) theHPV-16Ll protein can be effected by exposure of such 

suitable recombinant expression vector systems. Also, such VLPs with a B-mercaptoethanol solution (4%) after about 2 

results may be achieved using LI fragments, e.g. carboxy hours at 4° C. As noted previously, preferred ionic strengths 

terminal-deletions, and mutated forms of LI. for disassembly will be at most 1.5M. more preferably at 

Likewise, it is reasonable to expect that similar results most 1.0M, and most preferably from about 0.1M to about 

will be achieved using papillomavirus VLPs comprised of a 25 1.0 M. In another embodiment, the ionic strength will not 

combination of LI and 12 proteins, or fragments or mutated exceed 0.5M. 

forms thereof, as VLPs comprised of LI or L2 appear The subject VLP disassembly method has been demon- 

virtually identical to VLPs made only of LI proteins. strated to be effective using P-mercaptoethanol and dithio- 

[However, assuming that L2 has a significant stabilizing threitol as the reducing agents. However, it is expected that 

role, the present inventors acknowledge that disassembly 30 other known reducing agents should provide similar results, 

may require the use of higher concentrations of reducing Examples of suitable reducing agents useful in the invention 

agent, more prolonged exposure thereto, elevated pH and/or include glutathione, P-mercaptoethanol, dithiothreitol, 

reduced ionic strength during disassembly.] Moreover, it is dithioerythritol, cysteine, hydrogen sulfide, 2-mercaptoet- 

expected that the subject methods will be suitable for hansulfonate salts, and mixtures thereof, 

disassembly/assembly of VLPs obtained from any host cell 35 As noted, the present method contacts VLPs with a 

system that results in the production of papillomavirus solution having a high sulfbydryl reducing agent concentra- 

VLPs. While Applicants acknowledge that there exists some tion. Herein, this is defined to be a reducing agent concen- 

host cell differences, as discussed supra, many host cells tration that results in substantial disassembly of VLPs, i.e., 

have been reported to express papillomavirus VLPs in the at least 70%, preferably at least 70-90%, and more prefer- 

form of VXPs. 40 ably virtually total VLP disassembly, after prolonged expo- 

In general, the desired VLP starting material will be sure, 

produced in a suitable host cell system, e.g., a baculovirus/ These high reducing agent concentrations will vary 

insect cell system, and extracted therefrom using known dependent upon the particular reducing agents or combina- 

methods. The extraction technique will depend upon factors tion. In the case of B-mercaptoethanol, it has been found that 

such as the specific host cells used, concentration, whether 45 a concentration of at least about 5% by weighl (713 mM) 

protein remains intracellular or is secreted, among other results in optimal HPV-M LI VLP disassembly at physi- 

factors. ological ionic strength. Lower concentrations of reducing 

Disassembly of the VLPs can be performed at different agent and reduced exposure periods result in less effective 
levels of VLP purity. When performed in conjunction with VLP disassembly. For example, it has been found that 4% 
purification, VLPs will be extracted from cells, disas- so B-mercaptoethanol solutions also provide for effective dis- 
sembled, purified by conventional techniques, and reas- assembly (at least 70%). 

sembled at the desired degree of purity. In the cases where It has also been found that the ionic strength is an 

VLPs will be used to package exogenous compounds, or important parameter in the disassembly method. Preferably, 

when disassembly/reassembly is performed to improve the disassembly will be effected using a solution having an ionic 

homogeneity of the final product, the VLPs used will be of 55 strength which is at most 1.5M, i.e., around 0.1M to 1.0M. 

fairly high purity. In these instances, the VLPs used for In one embodiment, the ionic strength does not exceed 

disassembly will preferably be about 1 0-70% protein purity, 0.5M. Suitable salts for obtaining solutions having such 

more preferably about 10%-S 0% protein purity, and most ionic strength include NaCl, KG, and NH 4 and more pref- 

preferably about 30-40% protein purity. Methods of deter- erably will be effected at about physiological" ionic 

mining VLP purity are known and include SDS-PAGE 60 strength (i.e., 0.1 5M NaCl) or lower. It has been found that 

densitometric methods. higher ionic strengths render the VLP disassembly method 

As discussed in detail, infra, in the materials and methods less effective. In general, ionic strength will be at most about 

section, the present inventors developed a rapid screening I.5M, more preferably at most about I.OM, and typically 

assay for the study of VLP disassembly which uses a sucrose about 0. 1 M to 1 .OM. In another embodiment, ionic strength 

step-gradient: In this system, intact VLPs pellet through a 65 will not exceed 0.5M. 

30% sucrose cushion, whereas non-aggregated capsomeres, Jt was also discovered that the presence of VLP aggrc- 

smaller L I oligomers or L 1 monomers remain on top of the gation has adverse effects on disassembly. This effect may be 
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avoided by removal of aggregated material, or potentially tides in the range of full-size VLPs were detected, averaging 

may be obviated by more prolonged exposure of the VLPs 56.5±7.0 run with very few partially assembled VLPs or 

to the high concentration reducing agent solution. This likely smaller complexes apparent. Also, the yields are very high, 

occurs because the disulfide bonds are buried and thus averaging about 80-90% in terms of ratio of total LI protein 

inaccessible to reducing agent in aggregates, thereby pre- 5 from starting material to reassembled VLPs using optimal 

venting disassembly. " reassembly conditions. Essentially, all of the disassembled 

Also as discussed, it has been surprisingly found that starting material appear to reform solukle, filterable, rull- 

chelators, even at high concentrations, do not have a sig- size VLPs. Also, these VLPs exhibit conformational, neu- 

nificant effect on HPV-11 VLP disassembly. This was shown tralizing epitopes found on the surface of authentic papillo- 

using both EGTA and EDTA, both well known chelators, to mavirus virions and elicit neutralizing antibodies as potently 

alone and in combination with dithiothreitol. As discussed as the VLP starting material. 

previously this is surprising because chelating agents have While these results are novel and unexpected, it is nev- 

been reported to be necessary in VLP disassembly for a ertheless expected, based on the teachings of the application, 

related papovavirus. that one skilled in the art may achieve even greater VLP 

Furthermore, it has been found that carbonale buffer (0.2 15 yields by varying protein concentration, pH, ionic strength 

M NaHCOj pH 9.6) caused significant disassembly of and/or kinetics. 

HPV-U VLPs. However, unlike disassembly induced by The present invention further provides methods for pro- 
prolonged exposure to sulfhydryl reducing agents it was not ducing papillomavirus VLPs which have encapsulated 
possible to reassemble carbonate-treated VLPs. It is hypoth- therein a desired moiety or moieties. This will generally be 
esized that the carbonate treatment partially denatured the 20 accomplished by the following steps: 
L 1 protein. This demonstrates that only those methods (such (i) obtaining MPs of a desired papillomavirus, which are 
as prolonged exposure to effective concentrations of sulf- constituted of L 1 , or L 1 fragments, or mutated forms of L 1 , 
hydryl reducing agents) which disassemble VLPs while or a combination of L 1 and L2 proteins; 
retaining correctly-folded LI protein structure will produce (ii) disassembling such VLPs by contacting such VLPs 
material which is competent to reassemble into full-size, 25 with a solution containing a high concentration of sulfhy- 
soluble, VLPs. dryl-reducing agent having an appropriate ionic strength 
As noted, the subject disassembly of PV VLPs results in purification which is at most 1 .5M, and, in another embodi- 
capsomeres of high homogeneity that present conforma- ment, does not exceed 0.5M; 

tional, neutralizing epitopes as demonstrated by their reac- (iii) contacting the disassembled VLPs with a solution 
tivity with conformational and neutralizing monoclonal anti- 30 containing a moiety to be encapsulated therein, and option- 
bodies produced against the particular papillomavirus (HPV- ally also containing purified L2 protein (e.g., if the disas- 
11 exemplified). Moreover, under optimal conditions, the sembled VLPs did not comprise L2 protein); and 
subject method results in a composition wherein VLPs (iv) reassembling said disassembled VLPs by removal of 
appear to be totally broken down to capsomeres. Conversely, the sulfhydryl reducing agent or by addition of excess 
the subject disassembly of IIPV-16^ VLPs appears to result 35 oxidant, at an appropriate ionic strength, typically 0.15 to 
in a mixture of capsomeres, smaller LI oligomers and LI 1.5 M, thereby producing VLPs containing the desired 
monomers. However, this mixture of LI oligomers is also moiety (ies). 

capable of quantitative reassembly. This indicates that the The disassembly and reassembly steps are conducted as 

subject method yields correctly-folded LI protein or frag- described previously, i.e., disassembly is effected by use of 

ments, or mulated forms thereof, in the form of capsomeres, 40 high concentrations of sulfhydryl reducing agents, typically 

smaller L 1 oligomers, or LI monomer, which are competent at least 1 % by weight, or higher, and for prolonged periods, 

for VLP reassembly. i e-, at least 2 hours, and typically longer, e.g., at least 16 

As discussed, a particular advantage of the invention is hours. As discussed, the exposure time and concentration of 

that said capsomeres, oligomers or monomers can then reducing agent are affected by the type of papillomavirus 

quantitatively assemble into VLPs simply by removal of the 45 VLPs, the host cell system in which they are produced, 

reducing agent solution. Removal of reducing agent may be mutations within the LI protein (e.g., C-terminal trunca- 

accomplished by various methods, e.g., dialysis or column lions), level of purity, whether aggregates are present, and 

chromatography. Alternatively, addition of excess oxidants potentially whether the VLPs are comprised of LI, LI 

can potentially promote the reformation of the appropriate fragments, or mutated forms thereof, or a combination of LI 

disulfide bonds, leading to VLP reassembly. As discussed 50 and L2. Reassembly occurs upon the removal or oxidation 
above, reassembly is affected by the structural integrity of of the sulfhydryl reducing agent. 

the correctly-folded LI protein starting material. Also, the While it is reasonable to assume that VLPs comprised of 

solubility of the starting material affects reassembly, as LI and L2 will disassemble under similar conditions as LI 

aggregated material will not reassemble quantitatively. based VLPs, the L2 protein may serve a stabilizing function. 

Reassembly is effected by removal of the sulfhydryl 55 Therefore, disassembly of VLPs comprised of Ll and L2 
reducing agent or addition of oxidants and exposure of may potentially require higher reducing agent conccntra- 

correctly-folded Ll protein starting material to equal higher lions, more prolonged exposure thereto, reduced ionic 

ionic strength conditions, e.g., 0.15 to 1.5. Higher salt strength, elevated pH or a combination thereof. Alterna- 

concentrations function to stabilize the VLPs. However, the Uvely, VLPs constituted entirely of PV Ll proteins may be 

addition of chelating agents has the opposite effect i.e., it 60 disassembled as taught herein, and purified L2 protein 

moderately inhibits reassembly. (produced by recombinant methods) may be added during 

Surprisingly, such reassembly results in VLPs which are the reassembly step, 

much more homogenous in particle size than the original The moieties that may be encapsulated in the VLPs 

VLP starting material. This was demonstrated by compari- include therapeutic and diagnostic moieties, e.g., nucleic 
son of the staffing VLP material and reassembled VLP 65 acid sequences, radionuclides, hormones, peptides, antiviral 

product on 1 0-65% linear sucrose gradients, and by exami- agents, antitumor agents, cell growth modulating agents, cell 
nation under the electron microscope. Predominantly, par- growth inhibitors, cytokines, antigens, toxins, etc. 
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The subject VLPs, which contain a desired moiety encap- 384; Long et al, U.S. Pal. No. 5.437,93 1 , Cole et al, J. Mol 

sulaied therein, upon administration to a desired host, pref- Biol, 193.599-608 (1987); Danos et al, EM BO J., 1 :23 1-236 

erably human, should be taken up by cells normally infected (1 982); Cole et al, J. Virol, 38(3):991 -995 (1986)). Also, it 

by the particular papillomavirus, e.g., epithelial cells, kera- is well known that HPVL1 DNAs exhibit significant homol- 

tinocytes, etc., thereby providing for the potential internal- J ogy. Therefore, a desired HPV LI DNA can easily be 

ization of said encapsulated moiety into these cells. This obtained, e.g., by the use of a previously reported HPV Ll 

may facilitate the use of the subject VLPs for therapy (as DNA or a fragment thereof as a hybridization probe or as a 

opposed to prophyiatics) because it enables the delivery of primer during polymerization chain reaction (PCR) arapli- 

a therapeutic agent into a desired cell site, e.g., a cervical fication. Indeed, numerous HPVL1 DNAs have been cloned 

cancer site. Given the fastidiousness of PVs in general, this to and expressed. 

may provide a highly selective means of delivering desired Preferably, the HPV Ll DNA said in the subject invention 

moieties to target cells. For example, it may provide a means will be derived from an HPV which is involved in cancer or 

of delivery of nucleic acid sequences, e.g., a DNA encoding condylomata acuminata, e.g., HPV-16, HPV-18, HPV-31, 

a therapeutic polypeptide, or an antisense sequence. HPV-33, HPV-35, HPV-39, HPV^5, HPV-51, HPV-52, 

The moiety or moieties encapsulated, of course, should 15 HPV-56, and HPV- 58 are involved in cancer, and HPV-6, 

not adversely affect VLP assembly and/or stability. This may HPV-11, HPV-30, HPV-42, HPV-43, HPV-44, HPV54, 

be determined by producing VLPs containing the desired HPV-55, and HPV-70, are involved in warts. However, the 

moiety and assessing its effects, if any, on VLP assembly subject homogeneous VLPs may be produced from any 

and/or stability. desired HPV Ll DNA. 

In the case of DNAs or RNAs, the encapsulated nucleic 20 In general, the selecied HPV Ll, Ll fragment, or mutant 

sequence can be up to 8 kilobases, the size of the PV Ll protein, and optionally L2 sequences will be expressed in 

genome. However, typically the encapsulated sequences will a desired recombinant host cell system, and used to produce 

be smaller, e.g., on the order of 1-2 kilobases. Typically, HPV VLPs for disassembly. 

these DNAs will encode a desired polypeptide, e.g., thera- The selected host and expression vector will be cultured 

peutic polypeptide, such as an enzyme, hormone, growth 25 under conditions that favor the production of VLPs. This 

factor, etc. This sequence will further be operably linked to will largely depend upon the selected host system and 

sequences that facilitate the expression thereof in the tar- regulatory sequences contained in the vector, e.g., whether 

geted host cells. expression requires induction. After expression, the HPV 

Another application of VLPs containing encapsulated VLPs will be extracted from the host cells. The means of 

DNAs are as "pseudovirions". In this regard, numerous 30 extraction will also depend to some extent on the host/vector 

papillomaviruses, including those involved in human dis- system. 

eases, are rare, can not be propagated readily in vitro and For example, if an intracellular expression vector is 

cannot be easily purified from human cell sources in selected, the host cells will need to be lysed and the HPV 

amounts that facilitate the use thereof in antibody neutral- VLPs recovered from the lysate. By contrast, if the expres- 

ization assays. This is problematic, as it prevents or makes 35 sion vector contains sequences that facilitate secretion, HPV 

difficult evaluating the feasibility of vaccines or therapeutics VLPs can be recovered directly from the culture medium, 

for protection against these specific HPV viruses. Examples Methods for recovery of heterologous proteins from recom- 

of HPV types for which no stocks are currently available binant host cells and culture medium are well known in the 

include HPV 33 and 35. art. 

The present invention should obviate or at least reduce 40 HPV Ll sequences may be expressed in any host cell that 

such problems. Essentially, "pseudovirions" will be con- provides for the expression of recoverable yields of HPV 

structed corresponding to these viruses which comprise VLPs. Suitable host systems for expression of recombinant 

VLPs which are constituted of Ll, Ll fragments, mutated proteins are well known and include, by way of example, 

forms of Ll, or a combination of Ll and L2 proteins of the bacteria, mammalian cells, yeast, and insect cells. A pre- 

particular PV. and further encapsulated therein part of the 45 ferred expression system comprises the baculovirus/insect 

genome of said papillomavirus or a DNA encoding a select- cell system used in the examples as this system provides for 

able marker. high protein yields. However, HPV Ll and L2 proteins can 

This pseudovirion will be used in an in vitro cell "infec- be produced in other systems, in particular bacteria and 

tivity" assay to evaluate efficacy of corresponding VLP yeast. 

vaccines. Essentially, this will be effected by contacting cells 50 Suitable vectors for cloning of expression of the subject 

with such pseudovinons. These pseudovirions should bind HPV Ll, fragment or mutant thereof encoding DNA 

such cells and provide for the insertion of said DNA. sequences are well known in the art and commercially 

Thereafter, insertion of said DNA may be evaluated by available. Further, suitable regulatory sequences for achiev- 

known methods, e.g., PCR hybridization methods, or based ing cloning and expression, e.g., promoters, polyadenylation 

-on the expression of the selectable marker, e.g., (3-galactosi- 55 sequences, enhancers and selectable markers are also well 

dase. known. The selection of appropriate sequences for obtaining 

This will be effected both in the presence and absence of recoverable protein yields is routine to one skilled in the art. 

antibodies generated against Ll or L2 proteins specific to the VLPs have reported application in HPV prophylactic 

particular HPV If insertion is inhibited, as determined, e.g., vaccines and diagnostics. Capsomeres produced by disas- 

based on reduced expression of the selectable marker, this is 60 sembly may also be useful, as it has been discovered that 

an indication that the Ll or L2 protein elicited production of they present conformational neutralizing epitopes and 

virus-neutralizing antibodies. induce neutralizing antibodies. The subject VLPs may be 

The present invention is applicable for producing VLPs advantageous thereto because of their enhanced homogenc- 

for any papillomavirus and in particular any human papil- ity, and potentially, stability. 

lomavirus. Many HPV Ll and L2 DNAs have been reported 65 As discussed, the present invention should be broadly 

in the literature and are publicly available (see, e.g., Baker, applicable to any HPV Ll sequence, fragment or mutated 

Sequence Analysis of Papillomavirus, Genomes, pp. 321- form thereof which upon expression elicits conformational 
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epitopes. There are a variety ofHPV types known in the art. et al. Mol Cell Biol.. 3:2156-2165 (1985); Posse, Virus 

Further particular types of HPVs are associated with par- Research, 5:4359 (1986); and Matsuura, J. Gen. Virol, 

ticular Infections such as flat warts, cutaneous warts, epi- 68: 1233-1 250 (1 987)). Also, it has been reported that bacu- 

dermodysplasia verruciformis, lesions and cervical cancer. lovirus infected cells express HPV LI proteins exhibiting 

Over 60 different HPV types have been identified in clinical 5 the appropriate conformation. 

lesions by viral nucleotide sequence homology studies. See, For expression in an appropriate expression system, an LI 
for example Jenson et al, In: Belshe, R. ed., Textbook of gene, fragment or modified LI gene is operably linked into 
human virology, Second Edition, MASS:PSG, 1 989:95 1 and an expression vector and introduced into a host cell to enable 
Kremsdorf et al, J. Virol, 52:1013-1018 (1984). The HPV the expression of the LI protein by that cell. The gene with 
type determines, in part, the site of infection, the pathologi- io the appropriate regulatory regions will be provided in the 
cal features and clinical appearance as well as the clinical proper orientation and reading frame to allow for expression, 
course of the respective lesion. Methods for gene construction are known in the art. (see, in 
Because it is believed that there is little or no cross- particular, Molecular Cloning, A Laboratory Manual, Sam- 
immunity for HPV types and immunity to infection is HPV brook et al, eds., Cold Spring Harbor Laboratory, Second 
type-specific, it will be necessary to produce recombinant is Edition, Cold Spring Harbor, N.Y. (1989)), and the refer- 
HPV VLPs for each specific HPV type upon which protec- ences cited therein. 

tion or treatment is needed. However, due to the homology A wide variety of transcriptional and regulatory sequences 

between the LI proteins and genes, hybridization techniques may be employed. The signals may be derived from viral 

can be utilized to isolate the particular LI gene of interest. sources, where the regulatory signals are associated with a 

Nucleotide probes selected from regions of the LI protein 20 particular gene which has a high level of expression. That is, 

which have been demonstrated to show sequence homology, strong promoters, for example, of viral or mammalian 

can be utilized to isolate other LI genes. Methods for sources, will be utilized. In this manner, the optimum 

hybridization are known in the art (see, for example, Nucleic conditions for carrying out the invention include the cloning 

Acid Hybridization, A Practical Approach, IRL Press, Wash- of the LI gene into an expression vector that will overex- 

ington, DC. (1985); Molecular Cloning, A Laboratory 25 press conformationally-dependent vims-neutralizing 

Manual, Maniatis et al, eds., Cold Spring Harbor Labora- epitopes of the LI protein in transfected or infecled target 

tory, Cold Spring Harbor, N.Y. (1 982); and Molecular Clon- cells. 

ing, A Laboratory Manual, Sambrook et al, eds., Cold Spring The suitability of the HPV VLPs produced according to 

Harbor Laboratory, Second Edition, Cold Spring Harbor, the invention as vaccines or as diagnostic agents is con- 

N.Y. (1989)). Alternatively, PCR methods can be utilized to 30 firmed by reaction with antibodies or monoclonal antibodies 

amplify LI genes or gene fragments (see, e.g., U.S. Pat. Nos. which react or recognize conformational epitopes present on 

4.683,195; 4,683,202; and 4.800,159). the intact virion and based on their ability to elicit the 

' Virus particles' can' also be isolated for a particular pap- production of neutralizing antiserum. Suitable assays deter- 

illomavirus type, the DNA cloned, and the nucleic acid mining whether neutralizing antibodies are produced are 

sequences encoding LI proteins isolated. Methods for iso- 35 known to those skilled in the art. This is an essential 

lation of viral particles and cloning of virus DNAs have been characteristic of HPV VLPs which are to be used in HPV 

reported (see, e.g.. Heilman et al, J. Urology. 36:395-407 vaccines. In this manner, it can be verified whether the HPV 

(1980); Beaudenon ct al, Nature, 321:246-249 (1986); VLPs will elicit the production of anti-HPV neutralizing 

Georges et al, J. Virology, 5 1 :530-538 ( 1 984); Kremsdorf et antibodies. Thus, other expression vectors and expression 

al, J. Virology, 52:1013-1018 (1984); Clad et al, Virology, 40 systems can be tested for use in the invention. 

118:254-259 (1982); DeVilliers et al, J. Virvlogy, 40:932- As discussed, the VLPs of the present invention can be 

935 (1981); and European Patent Application 0,133,123). utilized to detect, diagnose, serotype, and treat papilloma- 

Altematively, the LI protein for a particular human pap- vints infection. When used for diagnosis or serotyping, 

illomavirus can be isolated, the amino acid sequence deter- VLPs according to the invention may be labeled using any 

mined and nucleic acid probes constructed based on the 45 of a variety of labels and methods of labeling. Examples of 

predicted DNA sequence. Such probes can be utilized in types of labels which can be used in the present invention 

isolating the LI gene from a library of the papillomavirus include, but are not limited to, enzyme labels, radioisotopic 

DNA (see, e.g., Suggs etal,/W/4.S. 78(1 i):6613-6617 (1981) labels, non-radioactive isotopic labels, fluorescent labels, 

and Young and Davis, PNAS, 80:1 194(1983)). toxin labels, and cbemiluminescent labels. 

As discussed, VLP formation is somewhat sensitive to the 50 Examples of suitable enzyme labels include malate hydro- 
cell type wherein expression is effected. Therefore, it is genase, staphylococcal nuclease, delta-5-steroid isomerase, 
advantageous to select systems which produce large quan- yeast-alcohol dehydrogenase, alpha-glycerol phosphate 
tities of VLPs as the starting material for VLP disassembly. dehydrogenase, triose phosphate isomerase, peroxidase, 
Generally, the expression system will comprise a vector alkaline phosphatase, asparaginase, glucose oxidase, beta- 
having the LI protein of interest and the appropriate regu- 55 galactosidase, ribonuclease, urease, catalasc, glucose6- 
latory regions as well as a suitable host cell. phosphate dehydrogenase, glucoamylase, acetylcho- 

Baculovirus vectors are a preferred vector system. The lineesterase. etc. 

baculovirus system offers the advantage that a large per- Examples of suitable radioisotopic labels include H, 125j 

centage of cells can be induced to express protein due to the 131j, 32 P, "S, ,4 C, M Cr, 57 To, 58 Co, s9 Fe, "Se l "Eu, »°Y, 

use of infection rather than transfection techniques. While 60 67 Cu, 21 l 212 Pb, 47 Sc, and 109 Pd. 

baculovirus is an insect virus and grows in insect cells (Sf9), Examples of suitable fluorescent labels include a ' Eu 

these cells contain many of the eucaryotic mechanisms for label, a fluorescein label, an isothiocyanate label, a 

processing of proteins including glycosylation and pbospho- rhodamine label, a phycoerythrin label, a phycocyanin label, 
rylation which may be important for generating proteins of an allophycocyanin label, an o-phthaldehydc label, a fluo- 

appropriate conformation. Baculovirus vector systems are 65 rescamine label, etc. 

known in the art (sec, e.g., Summers and Smith, Texas Examples of suitable toxin labels include diphtheria toxin, 

Agricultural Experimental Bulletin, No. 1555 (1987); Smith ricin, and cholera toxin. Examples of cherailuminescent 
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labels include a luminal label, an isoluminal label, an associated with flat warts. A number of HPV types have been 

aromatic acrid inium ester label, an imidazole label, and reported to be associated with epidermodysplasia verruci- 

acridinium salt label, an oxalate ester label, a luciferin label, formis (EV) including HPVs 3a; 5, 8, 9, 1 0, and 1 2. HPVs 

a luciferase label, an aequorin label, etc. 1, 2, 4, and 7 have been reported to be associated with 

Those of ordinary skill in the art will know of other s cutaneous warts and HPVs 6b, 11a, 13, and 16 are associated 

suitable labels which may be employed in accordance with with lesions of the mucus membranes (see, e.g., Kremsdor- 

the present invention. The binding of these labels to VLPs fetal. J. ViroL, 52:1013-1018 (1984); Beaudenon et al, 

can be accomplished using standard techniques commonly Nature, 321 :246-249 (1986); Heilman et al, I ViroL, 36:395- 

known to those of ordinary skill in the art. Typical tecb- 407 (1980); and DeVilliers et al, 0.1 VirvL, 40:932-935 

niques are described by Kennedy et al, CM. Chim. Acta. 10 (1981)). Thus, the subject vaccine formulations may com- 

70:1-31 (1976), and Schurs et al, CMi. Chim. Acta, 81:1-40 prise a mixture of reassembled VLPs derived from different 

(1977). Coupling techniques mentioned in the latter are the HPV types depending upon the desired protection, 

glutaraldehyde method, the periodate method the dimale- As indicated, the HPV VLPs of the invention can also be 

imide method, the m-maleimidobenzyl-N-hydroxy-succin- utilized for serotyping and for incorporation in serotyping 

imide ester method-all these methods incorporated by ref- 15 kits. 

erence herein. For serological testing, the kits will comprise the subject 
The detection of the anti-HPV antibodies using the sub- HPV VLPs and means for detection such as enzyme sub- 
ject 'VLPs can be improved through the use of caters. strates, labelled antibody, and the like. 
Well-known caters include glass, polystyrene, polypropy- Having now generally described the invention, the fol- 
lene, polyethylene, dextran, nylon, amylases, natural and 20 lowing examples arc offered by way of illustration and not 
modified celluloses, polyacrylamides, agaroses and magne- intended to be limiting unless otherwise specified, 
tite. The nature of the carrier can be either soluble to some 

extent or insoluble for the purposes of the present invention. EXAMPLES 
Those skilled in the art will note many other carriers suitable 

for binding proteins, or will be able to ascertain the same by 25 The following materials and methods were used in the 

use of routine experimentation. Examples. 

The most important aspect of the present invention, . 

however, involves the development of PV vaccines. The Materials and Methods 

vaccines of the invention will contain an amount of the HPV- 11 VLPs 

subject HPV VLPs sufficient to induce formation of neu- 30 p or use m studies of VLP-disassembly and reassembly 

tralizing antibodies in the host contained in a pharmaceuti- us j n g pure protein. HPV-1 1 LI proteins were heterologously 

caily acceptable carrier. expressed in Trichoplusia ni (High Five<&) cells infected 

Administration of the subject VLP-containing vaccines w j tn recombinant baculovirus encoding the complete LI 
may be effected by any pharmaceutically acceptable means, open rea ding frame downstream of the polybedrin promoter 
e.g., parenterally, locally or systemically, including by way 35 as described (Ghim et al, In M. A. Stanley (ed.) Immunology 
of example, oral, intranasal, intravenous, intramuscular, and 0 f human papillomavintses, Plenum, New York, p. 1 47-1 53 
topical administration. The manner of administration (i 993)). Cells were harvested approximately 72 hours post- 
depends on factors including the natural route of infection. infection, pelleted by centrifugation, and frozen. For prepa- 
The dosage administered will depend upon factors including ration of VLPs, the cell paste was resuspended in homog- 
the age, health, weight, kind of concurrent treatment, if any, 40 en ization buffer (20 mM NaH 2 P0 4 , 150 mM NaCl, pH 7.4, 
and nature and type of the particular human papillomavirus. containing 10-tg/ml leupeptin, 1 ug/ml aprotinin, and I 
The vaccine may be employed in dosage form such as ^g/mj pepstatin A) and lysed in a microfluidizer (Microflu- 
capsules, liquid solutions, suspensions, or elixirs, for oral— idics model HC8000/3A). The homogenized lysate was then 
administration or sterile liquid formulations such as solu- centrifuged at 100,000xg for 90 minutes and the pellet 
tions or suspensions for parenteral or intranasal use. An 45 con taining HPV-1 1 VLPs was resuspended in PBS contain- 
inert, immunologically acceptable cater is preferably used, in g (; s ci (405 g]L). The clarified lysate was then centrifuged 
such as saline or phosphate buffered saline. overnight at 83,000xg, and the VLP band was collected. The 

The vaccines will be administered in therapeutically vLp s were dieted in PBS-0.5M NaCl, and layered over a 

effective amounts. That is, in amounts sufficient to produce ^ component step gradient composed of 30% and 63% 

a protective immunological response. Generally, the vac- 50 sucroS e. The gradients were centrifiiged at 167,000xg for 3 

cines will be administered in dosages ranging from about 0. 1 hours, and the purified VLP band was collected at the 

mg protein to about 20 mg protein, more generally about interface between the 30% and 63% sucrose solutions. The 

0.001 mg to about 100 mg protein. Single or multiple 'VLPs were then dialyzed into selected buffers (either PBS, 

dosages can be administered. or pes with NaCl added to a final concentration of 0.3 M or 

The method of the present invention makes possible the 55 q.5 m) ( and stored at 4° C. Protein concentration was 

preparation of HPV VLPs containing vaccines for prevent- determined by the Bradford assay (Bradford et al, Anal 

ing papillomavirus infection. Further, by following the Biockem.. 72: 248-254 (1976)) using bovine serum albumin 

methods of the invention, vaccines for any of human specific as ^ reference protein, and LI content was determined as 

papillomavirus can be made. described (Suzich et al, Proc. Natl. Acad. Sci. USA, 92: 

As more than one PV type may be associated with PV 60 H553-11557 (1995)). Starting with 25-30 g of wet cell 

infections, the vaccines may comprise stable HPV VLPs paste ^ e above pro tocol yielded 15-25 mg of HPV- 11 

derived from more than one type of PV. For example, as VLPs. 
HPV 16 and 1 8 are associated with cervical carcinomas, 

therefore a vaccine for cervical neoplasia may comprise HPV- 16 rr VLPs 

VLPs of HPV 16; of FIPV 18; or both HPV 16 and 18. 65 For use in studies of VLP-disassembly and reassembly 

In fact, a variety of neoplasia are known to be associated during purification, HPV 16 Tr LI proteins (composed of a 

with PV infections. For example, HPVs 3a and 10 have been mutated form of the HPV-16 LI protein from which the 
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C-terminal 34 amino acids have been deleted) were 
expressed in High Five® cells as described above. The cell 
paste was resuspended in extraction buffer (10 raM Tris, 
1.0% Triton X-lOO, pH 6.0), mixed by stirring, and cen- 
trifuged briefly at l,000xg. The pellet containing the 5 
HPV- 167> VLPs was resuspended in 20 mM Tris, 0.1 M 
NaCl, pH 8.0 buffer, vortexed briefly, and centrifuged at 
3,000xg for 30 mm. The supernatant was collected, filtered 
though 0.45 u cellulose acetate syringe filters, and then 
incubated in the presence or absence of 4% BME for >2 10 
hours at 4° C. prior to use in column purification trials. The 
clarified, filtered supenatant (+1-13ME) was applied to dif- 
ferent ion exchange resins at low conductivity values (5-15 
milliohms), washed with several column volumes of equili- 
bration buffer and eluted with a gradient of increasing NaCl. 1 5 
To test the utility of HIC to remove residual DNA and 
protein contaminants, the fractions containing the peak of 
the eluted LI protein from 1EC were pooled, adjusted to 0.7 
M in ammonium sulfate and applied to an HIC column 
equilibrated in the same buffer. The column was washed 20 
with several column volumes of equilibration buffer, and 
then the LI protein was eluted from the HIC column at lower 
ammonium sulfate concentration. The final products of the 
purification processes (+/- pME) were dialyzed extensively 
against PBS (0.5M NaCl), and compared in terms of purity, 25 
yield, and residual DNA. The appearance of the VLPs was 
characterized by electron microscopy and linear sucrose 
gradient analysis (see below). 



200 ug total protein in 400 ul) in various states of assembly 
was layered atop preformed 1 1 .6 mJ gradients composed of 
10-65% sucrose (w/v in PBS-0.SM NaCl), and centrifuged 
at 188,O00xg for 2.5 hours at 40° C. in a swinging bucket 
rotor. The gradients were collected (in 1.0 ml fractions), 
analyzed, and calibrated as above, with parvovirus B 19 
(705) and HPV-18 LI VLPs (160 S) used as additional 
calibration standards. 

Gel/Electrophoresis 
SDS/PAGE 



SDS/PAGE was performed largely according to the 
15 method of Laernmli (Laemmli, U.K., Nature, 227: 680-685 
(1970)). Samples were mixed with sample preparation 
buffer, boiled for 2 minutes, briefly spun in a minifuge. and 
loaded onto 7.5% (FIG. 1) or 10% (FIGS. 2-4) minigels with 
a 4% stacking gel. Gels were run for approximately 1 hour 
20 at 20 mA constant current at room temperature, and protein 
was visualized by staining with Coomassie brilliant blue 
R250. 
Immunoblotiing 

Electroblots of HPV-11 LI from SDS/PAGE gels were 
15 prepared largely according to the method of Towbin et al 
(Prvc. NatLAcad. Sci. USA, 76: 4350-4354 (1979)). The 
blots were blocked with 1% nonfat milk protein in PBS 
ovenight at 4° C. The blots were probed with AU1 (Berkely 
Antibody Co.), a mouse monoclonal directed against a linear 
30 epitope on papillomavirus LI proteins (25) for 90 minutes, 
washed with PBS, 0. 1 % Triton X-iOO, and then reblocked for 
30 minutes. The blots were then incubated with HRP-labeled 
goat anti-mouse IgG (Southern Biotechnology Associates, 



Sucrose Gradient Centrifugation 

Three types of sucrose gradients were used in these 
experiments. First, centrifugation on 30% sucrose cushions 

was used to identify conditions which favored the disassem- Inc.) for 40 minutes, and washed as above. The blots were 
bly of VLPs into smaller, soluble components. 100-200 uJ 35 then developed with ECL Western blotting reagent (Amer- 
reaction mixtures containing VLPs (50-100 ug total protein) sham), and exposed to X-ray film, 
plus or minus potential disrupting agents were layered atop Analysis of Gels 

5 ml centrifuge tubes filled with 4.8 ml of 30% sucrose (w/w The M, of monomelic and oligomeric LI were deter- 

in PBS-0.5M NaCl) and centrifuged at 197.000xg for 2 mined from their Revalues on 7.5% SDS/PAGE, in corn- 
hours at 40"C in a swinging bucket rotor. A 50 p.l aliquot 40 parison to standard proteins (See, Jackowski et al, In T. E. 
was taken from the very top of the tube, and mixed with 2x Creighton (ed), Protein structure: a practical approach, 1RL 
Laemmli sample preparation buffer (Uemmli, U.K., Nature. Press, New York, p 1-21 (1 989)). When indicated, gels were 
227:680-685 (1970)). The remainder of the 30% sucrose digitized on a Hewlett Packard Scanjet Plus flatbed densi- 
cushion was removed by pipet, and the "pellet" (typically tometer. and the relative intensity of bands was determined 
none was visible) was resuspended in 100 p.l of lx Laemmli 45 using Scan Analysis software (Version 2.2; Specom 
sample preparation buffer. The presence of HP V-ll LI Research), 
protein at the top or bottom of the 30% sucrose cushion was Electron Microscopy 

Protein samples were allowed to settle on formvar- and 



then determined by SDS/PAGE, and the relative amount of 
LI quantified by analysis of digitized gels. Second, the state 



carbon-coated copper grids (Electron Microscopy Sciences), 



disassembled VLPs was determined by rate-zonal ceo- so b , otted . ^ stabed wilh freshjy.fiUered 2% phospho- 

tungstic acid (pH 6.8). Grids were examined in a JEOL 
model 1005 transmission electron microscope at an accel- 
erating voltage of 100 KV and photographed at nominal 
magnifications of 15-25.000x. 

Enzyme-linked Immunosorbent Assay (EL1SA) 

HPV- 1 1 LI VLPs (0.5- 1 .0 mg/ml LI) in PBS-0.3 M NaCl 
were either stored without treatment at 4° C, or incubated 
overnight at 4° C. following addition of BME (to a final 



of 

trifugation though 5-20% linear sucrose gradients. Disas- 
sembled VLPs (100-200 ug total protein in 400 p.l) were 
layered atop preformed 11.6 m] gradients composed of 
5-20% sucrose (w/v in PBS-0.5M NaCl), and centrifuged at 
1 1 1 ,000xg for 24 hours at 4° C. in a swinging bucket rotor, j 
Fractions (0.5 ml) were collected across the gradient, and the 
"pellet" (typically none was visible) was resuspended in 0.5 
ml of PBS by dounce homogenization. The position of 
HPV-11 LI protein across the gradient was determined by 

immunoblofting. The gradients were calibrated using stan- 60 concentration of 5%) or 2.0 M carbonate buffer. pH 9.6 (to 
dard proteins with established sedimentation coefficients (E. a final concentration of 200 mM carbonate). A portion of the 
coil B-galactosidase, 19 S; bovine liver catalase, 11.3 S; treated samples were then dialyzed against 4xlL PBS-0.5 M 
bovine scrum albumin, 4.3 S), and the percentage of sucrose NaCl at 4° C. for 124 hs. All samples were diluted to a 
in the fractions was determined by refractometry. concentration of 0.8 ug LI /ml and distributed into the wells 

Third, the state of initial, disassembled, and reassembled 65 of microliter plates (80ngLl per well). Untreated VLPs and 
VLPs was detennined by rate-zonal centrifugation though dialyzed material were diluted into PBS. The sample treated 
10-65% linear sucrose gradients. HPV-1 1 LI protein (100- with J3ME without subsequent dialysis was diluted into PBS 



US 7,351,533 B2 

23 24 

containing 5% j3ME, and undialyzed sample incubated in with 3 5'-ATATTGTGTGTCCCATCTGCG3' (located at 

200 mM carbonate was diluted into 200 mM carbonate, pH bases 792-812 as nested forward primer and 5'-CAG- 

9.6. Following incubation at 37° C. for 1 hr, the plates were CAATTTGTACAGGCACTAC-3' (located at bases 3877- 

washed with PBS, 0.1% Tween -20 (PBS-Tw) and blocked 3898 in the HPV- 1 1 genomic sequence) as the nested reverse 

with 5% nonfat milk protein in PBS. Monoclonal antibodies 5 primer for 30 cycles of PCR. First round and nested PCR 

(AU 1, or H ii .F 1 and H ii A3 purified from ascites reactions were set up with Hot Wax beads (1.5 mM) and pH 

purchased from Pennsylvania State University (Christensen 9.5 buffer (InVitrogen) with 200 p.M dNTPs, 125 ng each 

et al, 1 ViroL, 64:5678-5681 (1990)), were diluted in 1% forward and reverse primer, and 2.5 units of Taq polymerase 

nonfat milk in PBS and added to the wells. Following a 2 hr (Perkin-Elmer) in a final volume of 50 p.l. The temperature 

incubation at room temperature, the plates were washed with 10 profile for both first round and nested PCR was 800 CVS mm, 

PBS-TW and HRP-labeled goat antimouse IgG was added. 950 C/30 sec, 72° C/30 sec, with a final extension at 720 C 

After 1 hr at room temperature, the plates were washed as for 10 mm. 

above and developed with HRP substrate (Kirkegaard and As a control to demonstrate that the assay was able to 

Perry Laboratories). Optical density measurements were detect niRNa extracted from HaCaT cells, all cDNA samples 

made at 405 am at the 15 mm endpoint. Averages of 15 were used in separate PCR reactions with primers specific 

duplicate wells were calculated as the final optical density for spliced cellular B-actin mRNA as described and ampli- 

values. fied as above (Smith et al, 0.1 Invest DermatoL, 105: 1-7) 

(1995)). 

HPV-1 1 Neutralization Assay ^Jl pcR products were separated by electrophoresis on a 
20 2% agarose gel and visualized by ethidium bromide fluo- 
Antisera against original purified HPV- 11 VLPs, and resc ence. 
HPV- 1 1 VLPs which were disassembled by prolonged expo- 
sure to sulfhydry) reducing agent and then reassembled upon Example 1 
removal of the reducing agent by dialysis, were generated in 
BALB/c mice (groups of 5). The mice were injected s.c. with 2 5 . . 

] ug 0 f VLPs adsorbed to 1 mg/mJ alhydrogel adjuvant at Quantitative Disassembly of HPV-1 1 VLPs 

weeks 0, 4, and 9, with terminal bleeds performed on week Relatively large quantities of HPV-11 LI VLPs were 

1 3. To determine whether the antisera raised in the mice was prepared as starting material for the study of VLP disassem- 

able to neutralize HPV-1 1 virus, the ability of the antisera to bly and reassembly. HPV-1 1 LI VLPs were isolated from 

block the expression of a specific HPV-1 1 spliced mRNA in 30 recombinant baculovirus-infectcd High Five® cells by 

a human cell line (HaCaT) was tested. — CsCl and sucrose gradient centrifiigation. The calculated 

HaCaT, an immortalized human keratinocyte cell line purity of these LI preparations, based on densitometry 

(Boukamp et al, 1 Cell BIoL, 106: 763-771 (1988)) were analysis of SDS/PAGE. ranged between 70-90% (see FIG. 1, 

provided by Dr. Norbert Fusenig. Cells were grown to lane 2). In addition, in linear sucrose gradients most of the 

confluency in 1 54/HKGS (Cascade Bioiogics, Inc.) supple- 3s protein migrated as expected for a mixture of individual and 

mented with penicillin (100 units/ml) and streptomycin (100 clumped VLPs (FIG. 4a), and in the electron microscope a 

p.g/ml) in 24 well plates, HPV-11^,^,, stock virus, pur- mixture of intermediate and full-size (50-55 nm) particles 

chased from Dr. John Kreider (Kreider et al, 1. Virot, were apparent (FIG. 5a). 

61:590-593 (1987)). was sonicated for 25 sec on ice, diluted The covalent and non-covalent interactions which stabi- 

in 1 54/HKGS medium, and incubated for one hour at 37° 40 lize the assembled LI VLPs are not entirely known, but 

C. Medium was aspirated from the HaCaT cells and 0.5 ml earlier work on papillomavirus VLPs and related polyoma- 

of diluted virus was added per well. As a control, one well virus virions and VLPs suggested the importance of ionic 

of cells on each plate received 0.5 ml of medium without strength, divalent cations (Brady et al, 1 ViroL, 23:717-724 

virus. For antibody-mediated neutralization, antisera were (1977); Salunke et al, Biophys. 1, 56:887-900 (1987), and 

diluted in 1 54/HKGS and incubated with a fixed quanuty of 45 disuifide bonds (Sapp et al, J. Gen. Virot, 76:2407-2512 

the HPV-1 1 stock virus in a final volume of 0.5 ml for one (1995); Volpers et al, Virology, 200:504-512 (1994)). In 

hour at 37° C. prior to addition to the HaCaT cells. Fresh particular, Sapp and co-workers had demonstrated by immu- 

medium was added to each well of cells four days post- nobloning that -50 percent of the LI protein of HPV-33 

infection, and on day six cells were harvested and total VLPs was disui fide-bonded into a range of larger oligomers 

cellular RNA was prepared using Tri Reagent (Molecular so with an apparent M r consistent with trimers of LI, and that 

Research Center, Inc.). Final RNA pellets were rcsuspended mild reducing conditions partially broke down HPV-33 

in 20 p.l of DEPC -treated water and quantified by spectro- VLPs to the level of capsomeres (Sapp et al, I Gen. ViroL, 

photometry. 76:2407-2412 (1995); Volpers et al, ViroL, 200:504-512 

The ability of the antisera to block the expression of (1994)). In our studies, in the absence of reducing agents 

HPV- 1 1 -specific spliced mRNA was determined by reverse- 55 only a portion of the HPV-11 LI protein migrated on 

transcriptase (RT)-PCR. RT reactions were performed using SDS/PAGE with an apparent M of 55,000 Da (FIG. 1 , Lane 

a First Strand cDNA kit (Boehringer Mannheim) with 2 ug 1 ). Approximately 40% (the percentage varied between 

of total RNA as the template and oligo dT as the primer. different VLP preparations) of the LI protein of HPV-11 

Nested PCR was needed to detect HPV-11 El AE4 cDNA. VLPs was disulfide-bonded into larger oligomers (FIG. 1, 

The first round of amplification was carried out with 25% of 60 Lane 1), with predicted M r values of approximately 144,000 

the cDNA from each RT reaction and S'-TACAAGAC- Da (possibly LI trimer) and 210,000 Da possibly LI tet- 

CTnTGCTGGGCACA3" (located at bases 765-787 in the ramer). The LI oligomers did not migrate as a single band, 

HPV- 1 1 genomic sequence) as the forward outside primer and appeared to be heterogeneous in size. The -200,000 Da 

and 5^\AAC<rCAGGAAAATAGCACAC3' (located at oligomer was also observed on immunoblots by Sapp and 

bases 4088-41 10 in the HPV-11 genomic sequence) as the 65 coworkers (Sapp et al, 1 Gen. Virol, 76:2407-2412 (1995); 

reverse outside primer for 30 cycles of PCR. Ten percent of Volpers et al. Virot, 200:504-5 1 2(1 994)), as part of a broad 

the first round PCR mixture was used for nested reactions higher molecular weight band. These results indicate that a 
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portion of the LI proteins in HPV-11 VLPs are disulfide- preparation) by filtration, the remaining soluble VLPs again 

linked into higher oligomers. To study the role of disulfide could be disassembled to the same extent as the uutial 

linkages and other interactions in VLP stability, a rapid soluble VLP starting material. 

screening assay for VLP disassembly was developed. Puri- Interestingly, even at high concentrations of chelators, 

fied HPV-11 LI VLPs, both before and after various treat- s chelation of cations did not significantly influence VLP 

ments, were layered atop 30% sucrose cushions, centri- disassembly. Dialysis of VLPs into 200 mM EDTA or EGTA 

fuged, and the distribution of LI protein at the top and buffers (PBS-0.3 M NaCl, pH 7.4) led to no apparent 

bottom of the 30% cushion was visualized by SDS/PAGE. disassembly, and the addition of 10 mM dithiotheitol (DTT) 

Intact VLPs were expected to pellet though the 30% sucrose to the dialysis buffers had little effect (Table 2). The inability 

cushion; non-aggregated capsomeres and LI monomer were 10 0 f high concentrations of chelators to disassemble VLPs was 

expected to remain on the top of the cushion. An example of confirmed by electron microscopic analysis, although EDTA 

this assay is shown in FJG. 2. To quantitate the relative (but not EGTA) appeared to swell the VLPs slightly (data 

disposition of LI protein, the gels were digitized, the total no t shown). Either these concentrations of chelator are 

intensity of the LI bands at the top and the bottom of the insufficient to extract tightly bound, structurally-important 

cushion was determined, and then the percentage of the LI 15 j on s, or cations are not essential to maintaining VLP slruc- 

staining intensity found at either position was calculated. tural integrity. Conversely, addition of a concentrated aliquot 

The results of a number of such determinations are tabulated of NaHC0 3 buffer (pH 9.6) to a solution of VLPs, to a final 

in Tables 1 and 2. As demonstrated in FIG. 2, the purified concentration of 200 mM carbonate (in PBS-0.3 M NaCl), 

VLP starting material sedimented though the 30% sucrose, caused significant breakdown of the VLPs (Table 2). Addi- 

as predicted, with no LI apparent at the top. However, upon 20 tion of DTT (to a final concentration of 1 0 mM), did not 

incubation with a nigh concentration of the reducing agent iurther enhance carbonate-induced breakdown. Incubation 

fl-mercaptoethanol (B-ME), LI protein was found largely at of VLPs with 200 mM carbonate/b mM DTT is commonly 

the top of the 30% sucrose cushion, indicating that the use d t0 denature HPV virions or VLPs in ELISAs (Favre et 

reducing agent had disassembled the HPV-11 VLPs to a l, J Virol, 1 5: 1239-1237 (1975); Christensen et al, J Virol, 

smaller, non-aggregated components. Interestingly, maximal 25 64:3151-3156 (1990); Christensen et al, J. Gen. Virol, 

disassembly of the VLPs typically required exposure to a 75:2271-2276 (1 994)). The effect of carbonate appears to be 

very high concentration of reducing agent (in this instance buffer specific, and not merely a function of pH, as incuba- 

5%, or 713 mM, 6 ME) for a relatively long duration (-16 tj on 0 f HPV-1 1 VLPs with pH 9.6 glycine buffer (200 mM 

hours at 4° C). Lower concentrations of reducing agent or ftoa) concentration) caused very little VLP breakdown, as 

shorter durations of reduction were not as reliably effective 30 measured by the 30% sucrose cushion assay (Table 2). 

at VLP disassembly. Addition of a low concentration of a Similarly, Brady et al (I VirolL 23:737-724 (1977)), 

chelating agent did not enhance disassembly (FIG. 2 and observed that carbonate buffer at alkaline pH, but not 

Table 1) alkaline pH alone, dissociated polyomavirus virions. How- 

In addition to reductants, the other important variables for ever, the specific effect of carbonate at pH 9.6 does not 

quantitative disassembly of VLPs were found to be the ionic 35 appear to be due to carbonate's potential chelating ability, as 

strength during the disassembly reaction and the solubility suggested by Brady et al (I ViroL, 23:717-724 (1977)), as 

of the VLP starting material. As observed earlier for polyo- 200 mM EDTA atpH 9.6 (+1-1 0 mM DTT) was completely 

mavirus virions, lower ionic strength conditions destabilize ineffective at VLP disassembly (data not shown). 
VLPs (Brady et al, J. Virol., 23:717-724 (1977)), although 

Sapp et al, I Gen. ViroL, 76:2407-241 2 (1996) reported that 40 Example 2 
generation of HPV-33 capsomeres from VLPs was insensi- 
tive to salt concentration between 0.1 5 M and 0.6 M NaCl. 

For HPV 1 1 VLPs, maximum disassembly (-90%) of VLPs Characterization of Disassembled HPV-1 1 VLPs 
exposed to 5% PME for 16 hours was observed at "physi- Following long-term exposure to high concentrations of 
ological" ionic strength (i.e., 0.15 M NaCl), but became 45 reducing agent, the purified VLPs appear to be broken down 
correspondingly less effective as the ionic strength was to the level of capsomeres. As shown in FIG. 3a, the 
increased (Table 1 ). The stabilizing effect of increased ionic disassembled VLPs generated by incubation with 5% 6 ME 
strength could be partially overcome by incubating the VLPs for 16 hours at 4° C. migrated on 5-20% linear sucrose 
with reducing agents for longer durations or at elevated gradients with an average sedimentation coefficient of 
temperatures. However, while incubating the VLPs with 5% so 113*1.5 S (n=5), determined relative to sedimentation 
fiME for 120 hours at 4° C, or for 24 hours at 24° C. standards. Larger species, with a calculated sedimentation 
increased the extent of disassembly to 60-70% at 0.5 M coefficient of 16-18 S (perhaps dimeric capsomeres), and 
NaCl, disassembly was still far from complete (data not . even pelleted materials were occasionally observed. How- 
shown). Furthermore, for quantitative disassembly, the ever, less than 10% of the LI was detected at the top of the 
degree of aggregation of the VLP starting material was also 55 gradient (expected position for LI monomer) or in the pellet 
important. In the experiments reported here, the VLP solu- (expected position for intact VLPs or aggregated capsom- 
tions were dialyzed into different ionic strength buffers and eres), suggesting that the purified VLP starting material was 
stored at 4° C. until use in disassembly trials. .After several largely disassembled to the level of individual capsomeres 
days, particularly at 0.15 M NaCl, the solutions became upon prolonged reduction. This conclusion is supported by 
slightly cloudy, indicating some degree of aggregation (al- 60 electron microscopic analysis of VLPs following prolonged 
though little or no precipitate was observed). Treatment of incubation with 5% B-ME, which depicted a field of homo- 
the clouded VLP solutions with reducing agents did not geneous capsomeres (FIG. 5b) averaging 9.7*1. 2 nm (n=15) 
yield the same degree of disassembly as was observed with in diameter, with occasionally a few larger aggregated 
the initial soluble VLP solution, indicating that the aggre- structures apparent (monomelic LI would not be detected 
gated VLPs were resistant to disassembly. However, upon 65 with this technique). The estimated capsomere diameter is 
removal of the aggregated material (which ranged from slightly smaller than that observed by cryoclectronmicros- 
10-50% of the total VLPs depending on the age of the copy (11-12 nm) (Baker et aJ, Biophys. I, 60:1445-1456 
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(1991); Hagensee et al, J. ViroL, 68:4503-4505, (1994); C. for >24 hrs; the elevated salt concentration was designed 

Belnap'et al, 1 MoL BioL, 259:249-263 (1996)), perhaps due to stabilize the VLPs. Whereas the addition of chelating 

to shrinkage during electron microscope grid preparation. agents did not appreciably enhance the ability of reducing 

The data demonstrated in FIGS. 3o and Sb indicate that agents to disassemble VLPs (Table 1), the presence of 2 mM 

prolonged exposure to high concentrations of reductants 5 EDTA moderately interfered with reassembly, yielding 

quantitatively disassembles purified, soluble VLPs to a VLPs which migrated on a 10-65% linear sucrose gradient 

homogenous population of capsomeres. as a fairly discrete population of 1 50 S panicles but appeared 

flattened and partially opened-up in the electron microscope 
Capsomeres generated from HPV- 11 VLPs upon long term ((jata no , shown) Conversely, the addition of 2 mM Ca> 
exposure to high concentrations of reducing agent contain 1Q during me re assembly reaction caused the VLPs to adhere to 
structural epitopes found on intact VLPs. A panel of HPV- oQe another> as shown by 10-65% | mea r sucrose gradient 
1 1 -specific monoclonal antibodies has been described which analysis, in which VLPs reassembled in the presence of 
read with intact HPV-1 1 LI VLPs but not with "denatured" calcium migrated entirely in the pellet. However, the pres- 
Ll . These monocbonals include H11.F1, which has been ence of Ca 2* did no1 otherwise appear to influence basic VLP 
demonstrated to recognize a dominant neutralizing epitope |S morpho | ogy when examined in the electron microscope 
on HPV-1 1 virions, and HI 1 .A3, a distinct non-neutralizing (data QOt shown) Finally, dialysis of carbonate-treated VLPs 
structure-dependent antibody (Christensen and Kjeider, J. - mtQ PBS ^ S M NaC1 did not lead to the reassembly of 
Vtrol., 64:3151-3156 (1990); Christensen et al, J. Virol., lnsteacL L] protein remained as either small, soluble 
64:5678-5681 (1 990)). As anticipated, H11.F1 and H11-A3 components or amorphous, aggregated precipitate, as evi- 
reacted strongly with the purified HPV-1 1 VLP starting 2Q denced by bom electron microscopic and 10-65% linear- 
material when analyzed by ELISA (FIG. 6a). However, sucro se gradient analysis (data not shown). Dialysis of 
these antibodies also reacted with capsomeres generated carbonate-treated VLPs failed to restore reactivity with 
from the VLP starting material by exposure to reducing structure-specific monoclonal antibodies H11.F1 and Hi 
agent (FIG. 66). Thus, capsomeres possess at least some of 1 ^ 
the structure-dependent epitopes found on the surface of 2S 

intact VLPs and authentic virions, in agreement with studies " Characterization of Reassembled HPV- 1 1 VLPs 
performed by LI et al, (J. Virol., 71:2988-2995 (1997)) on 

HPV-1 1 capsomeres expressed in E. coli. These results Following removal of the reducing agent, capsomeres 

further demonstrate that monoclonal antibodies HI 1 .Fl and quantitatively reassembled into VLPs. Surprisingly, the reas- 

H11.A3, while requiring a "native-like" conformation for 3Q sem bled VLPs were much more homogenous in particle size 

binding, are not VLP-dependent as has been previously tne ces , um arK j sucrose-gradient purified VLP starting 

described (Ludmerer et al, J. Virol., 71:3834-3839 (1997)). material. When the three stages of the disassembly/reassem- 

By contrast, monoclonal antibodies HI 1.F1 and III 1. A3 bly reaction were compared by 10-65% linear sucrose 

fail to recognize HPV 1 1 VLPs dissociated by treatment with gradients, the purified VLP starting material was distributed 

carbonate buffer at pH 9.6 (data not shown; Christensen et 35 across the gradient, with many particles migrating to the 

al, I. Gen. ViroL. 75:2271-2275 (1994)). Carbonate treat- position expected for intact VLPs (1 50-160 5), but with the 

ment did not lead to a homogeneous solution of capsomeres, majority of the protein further down the gradient and in the 

bui instead appeared as an indistinct mixture of small pellet (FIG. 4a). Similarly, when examined in the electron 

objects, partially aggregated, when examined by electron microscope (FIG. 5a), the VLP starting material was seen to 

microscopy (data not shown). This view was partially con- ^ be a mixture of different-sized particles, including fill size, 

firmed by analysis of carbonate-treated VLPs on 5-20% 50-55 nm diameter VLPs. It is possible that some disruption 

linear sucrose gradients, in which the LI protein largely Q f VLPs occurred during extraction and purification, as 

migrated at -4 S, although a small population at 9-11 Swas linear sucrose gradient analysis of earlier stages of the 

observed (FIG. 36), in agreement wit the effects of carbonate purification process indicated a more homogeneous distri- 

buffer (at pH 10.6, with 10 mM DTT) upon BPV virions 45 bution of particle sizes (data not shown). 

(Favre et al, J. Virol., 15:1239-1247 (1975)). Finally, while Upon long-term exposure to high concentrations of reduc- 

treatmcnl with glycine buffer at pH 9.6 did not dissociate u,g agents, the VLPs were disassembled to capsomeres, as 

VLPs to smaller, individual particles (Table 2), it did have described above. Compared to the VLP starting material, the 

some effect. VLPs treated with pH 9.6 glycine appeared in capsomeres migrated at the top of the 1 0-65% linear sucrose 

the electron microscope as a poorly-defined mixture of 50 gradients (with little or no LI detected in the pellet; FIG. 

intact, and partially-broken down and aggregated VLPs 46), and m foe electron microscope appeared as an unbroken 

(data not shown). field of capsomeres (FIG. 56). 

Reassembly of the capsomeres yielded a homogeneous 

Example 3 population of spherical, full-sized VLPs. The reassembled 

55 VLPs banded in the middle of the 10-65% linear sucrose 

Quantitative Reassembly of HPV-1 1 VLPs gradients, with a predicted sedimentation coefficient of 

1 50.4+4.6 S (n=7), with much less LI detected either in the 

VLP reassembly from HPV- 11 capsomeres occurred upon pellet or at the bottom of the gradient than was observed 

removal of reducing agent, either by dialysis or column with the purified VLP starting material (FIG. 4c). The 

chromatography. Starting wit a homogeneous preparation of #> homogeneity of the reassembled VLPs was even more 

soluble capsomeres, prolonged dialysis in the absence of striking when examined in the electron microscope, as 

reducing agents consistently yielded a denned population of demonstrated in FIGS. 5c, d. Predominantly particles in the 

reassembled VLPs (FIGS. 4c and Sc.d). The reassembled range of full-size VLPs were detected, averaging 56.5+7.0 

VLPs retained the structural epitopes recognized by mono- nm (n=15), with very few partially assembled VLPs or 

clonal antibodies III I.F1 and H 1 1 .A3 (FIG. 6c). 65 smaller complexes apparent. The yields of the reassembly 

For reassembly, capsomeres (1-5 ml at 0.5- 1. Omg/ml total process were also impressive (averaging 83% in terms of 

protein) were dialyzed versus 4x1 L PBS-0.5M NaCI at 4° total LI protein from starting material to reassembled VLPs 
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under optimal disassembly conditions), as essentially all of Methods section, either in the absence of sulthydryl reduc- 

the capsomeres appeared to reform soluble, filterable, full- ing agent (intact VLPs), or in the presence of 4% B-ME 

size VLPs. (disassembled VLPs). In the latter case, the extracted VLPs 

were incubated with 4% 0ME for >2 hrs. at 4° C. prior to 

Example 4 5 chromatography on IEC and HIC volumns, which were also 
equilibrated in BME. The final purified products of both 

Comparison of the Ability of Initial Purified HPV-11 purification procedures (i.e., in the presence or absence of 

VLPs and Reassembled HPV-1 1 VLPs to Generate Vims- su ijh y dry| reducing agent) were dialyzed against 4x1 L PBS 

Neutralizing Antibodies. (fj 5 M NaCl), and the purity, yield and residual DNA levels 

In order for the reassembled VLPs to function success- ,o were ^tennined. As shown in Table 3, a representative 

fully as vaccine candidates, it is essential that they retain the ion rified fa ^ absence of pME resulted m 

ab.l.ty to d.crt vims-neutraJizmg ant.bod.es when injected ^ ^ 6Q% tenns 

into expenmenta animals. To test this, polyclonal antisera to , v . . ' , . , f nxl . 

both Z initial, purified HPV-11 VLPs, and disassembled/ °' F*» contamination) and contamed levels of DNA 

reassembled HPV-11 VLPs, were generated in BALB/c mice 15 b^ibm^^tor^n^^.^i^y,^^- 

as described in the Methods sition. Each antisera was f ons ° f ™ P^W stele were 

equally reactive against the corresponding in~imunogen characterized by greater yields s.gmficanUy hgher proton 

when assayed in an ELISA forma, (data not shown). More P«»ty and substantially reduced res.dual DNA levels. The 

importantly, when tested in the RT-PCR neutralization assay Skater protein punty of VLPs punfied^m the disassembled 

involving mfectious HPV-11 virions (Smith et al, I Invest 20 s * le ,s wheD J"*-* 1 35 

Dermatol., 105:1-7(1995)), post-immune reassembled HPV- ^hown m FIG. 8. The size and homogeneity of the reas- 

1 1 VLP-sp^cific polyclonal antisera exhibited a neutralize * embled HPV ~? 61 \ VLP * P° s < P u " ficatl0Q *» m fi ore 

tion titer of 10--10-6 equal to that obtainedwith the antisera *«™?™™ s *" 11131 ob " en J d y P 

generated against the initial, purified HPV-1 1 VLPs (FIG. 7). HPV- 1 VLPs, but on average have been as homogeneous as 

This demonstrates that the reassembled HPV-11 VLPs retain 25 HPV.16„ VLPs ponfled Without disassembly, and m some 

the highly immunogenic, capsid-neutralizing antigenic cases have formed uniformly homogeneous foil-sized 

domainofHPV.il virions, andbave the potential to serve as VL* something we have never observed w,th HPV-16,, 

vaccines for the prevention of genital HPV disease. VLPs purified without disassembly (data not shown). 

There are interesting differences in the effects of pro- 
Example 5 30 longed treatment with sulthydryl reducing agents between 
purified HPV-16Tr and HPV-11 VLPs. First, HPV'16^ 

Application of VLP Disassembly and Reassembly During VLPs appear to disassemble quantitatively at lower levels of 

the Purification of HPV VLPs reducing agent and/or at shorter durations of exposure (data 

As discussed above, conventional protein purification not shown). It is not apparent if this reflects a genuine 
methods are not optimized for use with protein complexes 3S difference between HPV-i6 and HPV-1 1 VLPs, or if it is due 
the size of VLPs (20,000,000 Da, 55 nm diam. particles). In to the C-terminal truncation of the HPV~i6Tr LI protein, as 
particular, the sheer size of VLPs dramatically lowers the in preliminary trials we have observed that proteolytic 
capacity and utility of most chromatographic resins, as much triniming of the C-terminus of HP V-i 1 LI protein also 
of the reactive chemistry on the resin is sterically inacces- accelerates breakdown of VLPs in the presence of sulihydryl 
sible to the VLP. However, this difficulty can potentially be 40 reducing agent. A more interesting feature is that treatment 
avoided by disassembling crude VLPs extracted from cells, of purified HPV- 16^ VLPs with sulfhydryi reducing agent 
purifying the disassembled VLPs using standard methods, appears to generate a mixture of capsomeres, smaller oli- 
and reassembling the VLPs at the desired stage of purity. A gomers of the LI protein and LI monomer, on the basis of 
second concern with VLP purification is contamination with linear 5-20% sucrose gradient analysis of disassembled 
residual DNA. In earlier work performed with purified 45 HPV~i6Tr VLPs (FIG. 9). However, upon removal of the 
HPV-11 VLPs, a certain level of background DNA persists reducing agent by dialysis, this mix of small, soluble com- 
which is not removed by treatment with DNAse, suggesting ponents is able to reassemble into intact VLPs with a yield 
that the DNA is either encapsulated within the VLPs or very of 90%, as demonstrated by linear 1 0-65% sucrose gradient 
intimately associated with them. Disassembly ofthe VLPs analysis (FIG. 10), and as confirmed by electron micro- 
should allow increased removal of conuuninating DNA, an 50 scopic analysis (data not shown). These results demonstrate 
important consideration for any biological compound that VLPs can be disassembled to the level of capsomeres, 
intended for clinical use. or even smaller LI oligomers, and still be competent to 

To test this potential, HPV- 1 6^ VLPs were extracted from reassemble into intact, full-size VLPs, as long as the disas- 

baculovirus-infected insect cells, and purified by conven- sembly conditions generate soluble, correctly- folded LI 

tional IEC and HIC chromatography as described in the proteins. 

TABLE 1 

Disassembly of HPV-11 LI VLPs'; Effects of reducing agents* 
Disassembly 0.1? M NaCl 0,3 m NaCl 0.5 M NaCl 



Starting Material 3.8 z 0.7 96.3 i 0.8 3.2 * 1.4 96.8 * 1.4 4.2 x 0.3.4 95.9 r 0.6 

5%pME, 16 Lr 87.7x3.2 12.4 ± 3.1 70.9 * 12 29.1*12 53.2 * 6.8 46.8*6.8 

5 fSME, 1 hi 68.1 t 11 31.9 til 68.0 ± 10 32 * 10 — — 
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TABLE 1 -continued 





n;™«emhlv of HPV-ll LI VLPs": Effects of reducinn «w 


:nts* 


Disassembly 
Condition 


0.15 h 


4 NaCI 


0.3 m NaCI 


0.5 M NaCI 


Top 


Bonom 


Top Bonom 


Top Bonom 


2% pME. 16 hi 
0.5% pME, 16 hi 
10 mM DTT. 16 hi 
10 mM DTT, 1 hr 
10 mM DTT, 5 mM 
EDTA, 16 hi 


72.1 ± 2.7 

45.8 * 18 
44.5 * 11 

9.5 * 6.4 

55 .9 x 6.2 


27.9 * 2.7 
54.2 x 16 
55.5 * 11 
90.5 * 6.4 
44.1 x 6-2 


67.6 * 21 32.3 *612 
28.8 * 16 71.2 * 16 
43.8 * 20 56.2 * 20 





•VLPs (0.5-1.0 mg/ml protein) were trailed as indicated for 16 hours si 4" C, and the distribution of LI 
across of 30% sucrose cushion was determined as described in the Methods section. Shown are the mean 
multiple determinations (n - 3-7) * the standard deviation. 



TABLE 2 



Disassembly of HPV-ll LI VLPs; 
Effects of chelators and buffers* 



Disassembly Condition Top Bottom 



200 mM EDTA. pH 7.4 




3 


96 x 


3 


200 mM EDTA, 10 mM DTT 


10 * 


6 


90 x 


6 


200 mM EGTA, pH 7.4 


13 * 


11 


87 x 


11 


200 mM EGTA, 10 mM DTT 


11 s 


6 


89 x 


6 


200 mM NaHC03, pH 9.6 


81 * 


2 


19 x 


2 


200 mM NaHC03, 10 mM 


74 * 


11 


26 x 


11 


DTT 










200 mM glycine, pH 9.6 


11 * 




89 x 


1 


200 mM glycine, 10 mM DTT 


41 r 


12 


59 x 


11 



"VLPs (0.5-1.0 mg'ml protein) were treated as indicated for 16 hours at 4" 
C, and the distribution of LI across of 30% sucrose cushion was deter- 
mined as described in the Methods section. Shown are the averages of 
duplicate determinations t the range. 



TABLE 3 



Compari: 


son of intact and disassembled HPV16 Tt VLP 
purification* 


Trial 


Scale 


Purity 


Yield DNA 


-PME 


24 g 


59% 


5.0% 30 ng/100 jig LI 


+pME. Run 1 


10 g 


85% 


10.8% 5.3 ng/100 u Ll 


+PME, Run 2 


10 g 


85% 


18.4% 0.6 ng/100 uLl 


+PME. Run 3 


30 g 


81% 


6.1% — - 



"One purification of intact VLPs (-PME) and three purifications of disas- 
sembled VLPs (+PME, Runs 1-3) are compared, and were prepared as 
described in the Methods section. Scale indicates the grams of cell paste 
used, purity was determined by deusitometric analysis of SDS/PAGE of 
the filial product compared to the amount present in the initial cell paste, 
and DNA was determined by the Threshold method and is reported per 
100 jig of Ll protein, the expected maximal individual dose in humans. 

CONCLUSIONS 

Thus, the present invention provides precise conditions 
for the quantitative disassembly and subsequent reassembly 
of papillomavirus VLPs in vitro. As discussed, earlier 
attempts at papilloma \TP disassembly were to some extent 
influenced by work performed upon polyoma virus, a related 
papovavirus, where it was shown that both reduction of 
disulfides and chelation of calcium ions were essential for 
virion disassembly (Brady et al, J. Virol., (1977)). However, 
it was surprisingly found that the low levels of reducing 
agent (1-10 mM DTT) optimal for polyomavims disassem- 
bly in the presence of low levels of chelating agents (e.g., 
0.5-10 mM EDTA) were only slightly effective at disassem- 



bling papilloma VLPs (Table 1, Ll et al, (Id.) (1997)). 
although partially-trypsiruzed HPV-ll Ll VLPs were dis- 

20 sociated by the above conditions (Ll et al, (Id.) 1997)). 
However, Sapp and coworkers demonstrated that capsom- 
eres could be generated from HPV-33 VLPs by treatment 
with reducing agent alone (20 mM DTT), although the 
extent of VLP breakdown was not determined (Sapp et al, 

25 (Id.) 1995)). In the experiments discussed previously, it was 
found that when examining disassembly by gradient analy- 
sis, it was necessary to test for the presence of Ll protein in 
the "pellet". In many cases, examination of fractions across 
the gradient would suggest that good breakdown had been 

30 achieved. However, examination of the pellet, even though 
none was visible, would indicate that a large percentage of 
the protein was still in the form of variably-sized VLPs or 
otherwise aggregated, as confirmed by electron microscopic 
analysis. The development of the 30% sucrose cushion assay 

35 allowed us to screen a number of disassembly conditions 
rapidly and identify those which consistently disassembled 
the VLPs to smaller, soluble components. It was found that 
quantitative disassembly to a homogeneous solution of 
individual capsomcres (for HPV-I I VLPs) or a mixture of 

40 capsomeres and correctly-folded smaller Ll oligomers and 
Ll monomers (HPV ie Tr VLPs) could be consistently 
achieved by extended treatment of non-aggregated VLPs 
with high levels of reducing agent in moderate to low ionic 
strength buffers. 

45 As discussed, the observation that chelation of cations did 
not materially affect HVP-1 1 VLP disassembly was surpris- 
ing as this is in contrast to earlier studies with polyomavims 
which indicated that calcium chelation promoted virion 
disassembly and that added calcium could overcome the 

50 effect of chelators (Brady et al, (Id.) (1977)). Similarly, 
Montross et al, (Id.) (1991), observed that polyomavims 
VLPs, which normally assemble only in the nucleus, could 
form in the cytoplasm following addition of a calcium 
ionophore, which presumably raised the cytoplasmic cal- 

55 cium concentration to the necessary level. However, calcium 
is apparently not important to HPV-1 1 Ll capsid stability. 
Conversely, treatment with carbonate buffer at alkaline pH 
did "disassemble" HPV-ll Ll VLPs, similar to results seen 
with polyomavims virions (Brady et al. (Id.) 1977)). How- 

60 ever, this treatment appears more severe, as VLPs could riot 
be regenerated by dialysis into PB S-0.5 M NaCI following 
carbonate treatment. 

HPV- 1 1 VLP disassembly by carbonate treatment resulted 
in Ll protein which failed to react with structure-dependent, 

65 HPV- 11 -specific monoclonal antibodies. By contrast, disas- 
sembly of HPV-1 1 Ll VLPs by prolonged reduction resulted 
in: capsomeres which possessed structure-specific epitopes 
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found on the surface of both intact HPV-1 1 LI VLPs and bonds are buried and inaccessible, and that exposure of these 

HPV-11 virions. These results support the idea that only bonds to solvent by local structural fluctuations is very 

correctly-folded LI protein retains the ability to reassemble infrequent. 

into VLPs. The ability to reassemble full-sized VLPs in bulk opens a 

In order to reassemble full -size- VLPs efficiently in vitro, 5 number of possibilities. As shown in FIG. 7, at high doses 

the results discussed herein indicate thai the structural reassembled VLPs are capable of eliciting virus-neutralizing 

integrity, solubility and homogeneity of the staffing material antibodies as the purified VLP starting material. Whereas a 

are significant. Following generation of a such a population number of different sized and shaped particles are observed 

of capsomeres (for HPV-1 1 VLPs) or a mixture of capsom- in the nucleus of cells following infection in vivo (Kiselev 

eres and correctly-folded smaller LI oligomers and LI 10 et al, 1. MoL BioL, 40:155-171, (1969)), presumably only 

monomers (HPV- 1 "Tr VLPs) by thiol reduction, reassembly full-sized virus are productively infective. As discussed, the 

occurs spontaneously upon removal of reducing agent. subject reassembled VLPs may potentially exhibit greater 

Reassembly was achieved by removing the sulfhydryl stability because of the subject method which provides for 

reducing agent, either by column chromatographic methods more uniform VLP particles. Further, as we discussed above, 

or by dialysis against a large excess of buffer, yielding a 15 me reassembly reaction may potentially be further enhanced 

population of reassembled, full-sized VLPs more bomoge- by varying protein concentration, pH, iontc strength and 

neous in size than the VLP staffing material. In earlier kinetics, both to optimize reassembly under a greater range 

studies of polyomavirus, Salunke et al, (Id.) (1989) observed of starting conditions. Finally, the subject invention enables 

that VLP assembly from capsomeres yielded multiple, poly- the packaging of exogenous compounds within VLPs by 

morphic icosahedral assemblies as a function of the assem- 20 performing the reassembly reaction in the presence of a 

bly conditions (pH. ionic strength, and calcium concentra- concentrated solution of the selected compound. The subject 

tion). Interestingly, the most consistently formed structure invention, as discussed above, can be used to generate 

was a 24 capsomere icosahedron, as well as a 12 capsomere pseudovirions for use as surrogates for HPV virus types 

icosahedron, in addition to the 72 capsomere icosahedron of which are not currently available, or as a delivery system for 

the viral capsid. The authors noted that disulfide bond 25 drugs or other targeted compounds, 

formation might aid in polyoma VLP assembly but that it The disclosure of all patents, publications, including 

was not essential, as at high ionic strength (2 M ammonium published patent applications, depository accession num- 

sulfate) variably-sized capsids formed even in the presence bers, and database accession numbers are hereby incorpo- 

of 15 mM 6 ME. Similarly, LI et al, (Id.) (1997), have rated by reference to the same extent as if each patent, 

observed that column-purified HPV-ii capsomeres expressed 30 publication, depository accession number, and database 

in F. coli have the capacity to form capsid-like structures in accession number were specifically and individually incor- 

1 M NaCl, again in the presence of 1 5 mM LIME. However, porated by reference. 

while high ionic strength conditions apparently favor some The invention may be embodied in other specific forms 
degree of capsid formation, it is clear from our studies that without departing from its spirit or essential characteristics, 
at physiological ionic strength, disulfide binds are necessary 35 The described embodiments are to be considered in all 
to hold HPV- 1 1 and HPV- 1 6^ L 1 VLPs together. respects only as illustrative and not restrictive, and the scope 
Even given that the disassembly reactions were typically of the invention is, therefore, indicated by the appended 
performed at 4° C. without agitation, it is interesting that claims rather than by the foregoing description. All modi- 
maximal disassembly required prolonged exposure to very fications which come within the meaning and range of the 
high levels of reducing agent. As we discussed previously, 40 lawful equivalency of the claims are to be embraced within 
the most likely explanation is that the stabilizing disulfide that scope. 



SEQUENCE LISTING 

<I60> NUMBER OF SEQ ID NOS : 4 

<210> SEQ ID NO 1 
<211> LENGTH: 23 
<212> TYPE: UNA 

<213> ORGANISM: Human Papillomavirus 
<400> SEQUENCE: 1 
tacaagaccc tetgetggge aca 

<210> SEQ ID NO 2 
<211> LENGTH; 21 
<212> TYPE: DNA 

<213> ORGANISM: Human Papillomavirus 
<400> SEQUENCE: 2 
aaaggcagga aaatagcaca c 



<210> SEQ ID NO 3 
<211> LENGTH: 21 



35 
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<400> SEQUENCE: 
atattgtgtg tccc. 



«210> SEQ ID HO 4 

<211> LENGTH: 22 

<212> TYPE: DNA 

<213> ORGANISM: Human Papillomavirus 



<400> SEQUENCE: 4 
cagcaotctg tacaggcact ac 



What is claimed is: 

1. A method of producing purified human papillomavirus 20 
(HPV) virus-like particles (VLPs) comprising: 

purifying a recombinant ly expressed HPV LI protein or 
tnincated version thereof in the presence of at least one 
reducing agent that maintains said recombinant))* 
expressed HPV LI protein or truncated version thereof 25 
in a form other than a VLP; and 

assembling said recombinantly expressed HPV LI protein 
or truncated version thereof into purified human pap- 
illomavirus virus-like particles (VLPs). 

2. The method of claim 1 wherein said human papillo- 30 
ma virus VLPs are selected from the group consisting of 
HPV-6, HPV-] 1. HPV-16, HPV-18, HPV-30, HPV-31, HPV- 
31. HPV-35, HPV-39, HPV-41 , HPV-42, HPV-43, HPV-44, 
HPV-45, HPV-52, HPV-54, HPV-55, HPV-56, HPV-58, 
HPV-70, and mixtures thereof. 35 

3. The method of claim 2 wherein said human papillo- 
mavirus VLP is an HPV-16 VLP. 

4. The method of claim 2 wherein said human papillo- 
mavirus VLPs arc HPV-16 VLPs and HPV-18 VLPs. 

5. The method of claim 2 wherein said human papillo- 40 
mavirus VLP is an HPV-1 1 VLP. 

6. The method of claim 1 wherein said reducing agent is 
a sulfhydryl reducing agent. 

7. The method of claim 6 wherein said sulfhydryl reduc- 
ing agent is P-mercaptoethanol. 45 

8. The method of claim 1 wherein assembly of said HPV 
Ll protein or truncated version thereof is induced by oxi- 
dation or removal of said reducing agent. 



9. A method of producing purified human papillomavirus 
(HPV) virus-like particles (VLPs), comprising: 

purifying a recombinantly expressed HPV Ll protein or 
truncated version thereof in the presence of at least one 
reducing agent that maintains said recombinantly 
expressed HPV Ll protein or truncated version thereof 
in a form other than a VLP; and 

assembling said recombinantly expressed HPV Ll protein 
or truncated version thereof into purified human pap- 
illomavirus virus-like particles (VLPs) by removing or 
oxidizing said at least one reducing agent. 

10. The method of claim 9 wherein said human papillo- 
mavirus VLPs are selected from the group consisting of 
HPV-6. HPV-11, HPV-16, HPV-18, HPV-30, HPV-31, HPV- 
33, HPV-35. HPV-39, HPV-41, HPV-42, HPV^I3, HPV-44, 
HPV-45, HPV-52, HPV-54, HPV-55, HPV-56, HPV-58, 
HPV-70, and mixtures thereof. 

11. The method of claim 10 wherein said human papil- 
lomavirus VLP is an HPV-16 VLP. 

12. The method of claim 10 wherein said human papil- 
lomavirus VXPs are HPV-16 VLPs and HPV-18 VLPs. 

13. The method of claim 10 wherein said human papil- 
lomavirus VLP is an HPV-11 VLP. 

14. The method of claim 9 wherein said reducing agent is 
a sulfhydryl reducing agent. 

15. The method of claim 14 wherein said sulfhydryl 
reducing agent is p-mercaptoethanol. 
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Re* January. 22. 2004 

For In Vitro Method for CMsassembry/Reassembly of Papillomavirus VIrus-Uke Particles (VLPs) Homogeneous VLP and Capsomere Compositions 
Produced by Said Methods; Use Thereof as Vehicle for Improved Purification and Delivery of Active Agents 

The owner*. Medlmmune. Inc. , of 100 percent interest In the Instant application hereby disclaims, except as provided below, the terminal part of me 
statutory term of any patent granted on the Instant application which would extend beyond the expiration date of the full statutory term prior patent 
No 6.962.777 as the term of said prior patent is defined In 35 U.S.C. 154 and 173. and as the term of said prior patent is presently shortened by any 
terminaldisciaimer. The owner hereby agrees that any patent so granted on the instant application shall be enforceable only for and during such period 
that it and the prior patent are commonly owned. This agreement runs with any patent granted on the instant application and is binding upon the 
grantee, its successors or assigns. 

In making the above disclaimer, the owner does not disclaim the terminal part of the term of any patent granted on the instant application that would 
extend to the expiration date of the Mi statutory term as defined in 35 U.S.C. 154 and 173 of the prior patent, "as the term of said prior patent .s 
presently shortened by any terminal disclaimer.' in the event that said prior patent later 

expires for failure to pay a maintenance fee; 

is held unenforceable; 

is found invalid by a court of competent jurisdiction; 

is statutorily disclaimed in whole or terminally disclaimed under 37 CFR 1 .321 ; 

has all claims canceled by a reexamination certificate; 

is [n any manner terminated prior to the expiration of its full statutory term as presently shortened by any terminal disclaimer. 
Check either box 1 or 2 below, if appropriate. 

1 . □ For submissions on behalf of a business/organization (e.g.. corporation, partnership, university, government agency, etc.). the undersigned Is 
empowered to act on behalf of the business/organization. 

I hereby declare that all statements made herein of my own knowledge are true and that all statements made on information and belief are 
believed to be true; and further that these statements were made with the knowledge that willful false statements and the like so made are pun«hable by 
•fine or imprisonment, or both, under Section 1001 of Title 18 of the United States Code and that such willful false statements may jeopardize the validly 
of the application or any patent issued thereon. 



2. H The undersigned is an attorney or agent of record. Reg. No. 




3/3/H 



Raymond J. Lifte 



Typed or printed name 



973-994-1700 



Telephone Number 



H Terminal disclaimer fee under 37 CFR 1.20(d) included. 

WARNING information on this form may become public, credit card information should not 
be included on this form Provide credit card information and authorization on PTO20S8. 

•Statement under 37 CFR 3.73(b) is required if terminal disclaimer is signed by the assignee (owner). 

F orm PTO/SB/96 may be used for making this certification. See MPEP § 324. 

Thfs coOection of information is required by 37 CFR 1 .321 . The Information is required to obtain or retain a benefit by the puttie wtveh ts to file (and by the USPTO to process) 
an application Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1 .14. This collection is estimated to take 12 minutes to complete. Including gathering, 
preparing, and submitting the completed application form to the USPTO. Time wai vary depending upon the individual c^-^ccmrrerrs on to amount of tima you require 
to complete tWs form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer. U.S. Patent and Trademark Office. U.S. .Department of 
Corrrnerce, P.O. Box 1450. Alexandria. VA 22313-1450. OO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: C— *« tor 
Patents, P.O. Box 1050, Alexandria, va 22515-1450. 

If you need assistance in completing the form, call 1-B0O4TO-91 99 art select option 2 

#282670 vl 
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Approved for use through 07/31/2006. OMB 0651-0031 
U S Pater* and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
Paperwork Reduction Act of 1995. no Persons are require to respond te a collection oj information unless It displays u valid OMB control number. 



DISCLAIMER TO OBVIATE A DOUBLE PATENTING 
REJECTION OVER A "PRIOR** PATENT 



Docket Number (Optional) 

469201-716 



In re Application of. Mc Carthy, et al. 
Application No.: 10/762,928 
Red: January 2Z 2004 

For In Vitro Method for Disassembry/Reassembly of Papillomavirus vlrus-Uke Particles (VLPs) Homogeneous VLP and Capsomere Compositions 
Produced by Said Methods; Use Thereof as Vehicle for Improved Purification and Delivery of Active Agents 

The owner*, Medlmmune. Inc. . of 100 percent interest in the Instant application hereby disclaims, except as provided below, the terminal part ofthe 
statutory term of any patent granted on the instant application which would extend beyond the expiration date of the fuB statutory term prior patent 
No 6.416.945 as the term of said prior patent is defined in 35 U.S.C. 1 54 and 1 73, and as the term of said prior patent is presently shortened by any 
terminal disclaimer. The owner hereby agrees that any patent so granted on the instant application shall be enforceable only for and dunng such penod 
thai it and the prior patent are commonly owned. This agreement runs with any patent granted on the instant application and is binding upon the 
grantee, its successors or assigns. 

In making the above disclaimer, the owner does not disclaim the terminal part of the term of any patent granted on the instant application that would 
extend to the expiration date of the lid statutory term as defined in 35 U.S.C. 1 54 and 1 73 of the prior patent, 'as the term of said prior patent is 
presently shortened by any terminal disclaimer," In the event that said prior patent later 

expires for failure to pay a maintenance fee; 

is nek) unenforceable; 

Is found invalid by a court of competent Jurisdiction; 

is statutorily disclaimed in whole or terminally disclaimed under 37 CFR 1.321; 

has aP claims canceled by a reexamination certificate; 

is reissued; or' 

Is in any manner terminated prior to the expiration of its full statutory term as presently shortened by any terminal disclaimer. 
Check either box 1 or 2 below, if appropriate. 

1 . □ For submissions on behalf of a business/organization (e.g.. corporation, partnership, university, government agency, etc.). the undersigned is 
empowered to ad on behalf of the business/organization . 

I hereby declare that all statements made herein of my own knowledge are true and that all statements made on information and belief are 
believed to be true; and further that these statements were made with the knowledge that willful false statements and the Oke so made are punishable by 
fine or imprisonment, or both, under Section 1001 of Title 18 of the United States Code and that such willful false statements may jeopardize the validity 
of the application or any patent issued thereon. 



The undersigned is an attorney or agent of 




Signature / Date 
Raymond J. LilJie 



Typed or printed name 



973-9O4-1700 



Telephone Number 



H Terminal disclaimer fee under 37 CFR 1 .20(d) included. 

WARNING: information on this form may become public credit card information should not 
be included on this form. Provide credit card information and authorization on PTO-2038. 

•Statement under 37 CFR 3.73(b) is required If terminal disclaimer is signed by the assignee (owner). 
Form FTO/SB/96 may be used for making this certification. See MPEP § 324. 



TWs coBectton of Information is required by 37 CFR 1.321 . The Information Is required to obtain or retain a benefit by the puttfc which is to file (and by the USPTO to process) 
onfiderrtiality is governed by 35 U.S.C. 122 and 37 CFR 1.1 1 and 1.14. This collection is estimated to take 1 2 minutes to complete, including gathering. 



»i , o+j^uvomA. Confidentiality is governed by 3L w.— „ .«» —~ ■- ... - — — - — ---- — — - •- - - - 

preparing, and submitting the completed application form to the USPTO. Time wDl van/ depending upon the individual case. Any comments on the amount of tone you require 
to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer. U.S. Patent and Trademark Office. U.S. Department of 
Commerce. P.O. Box 1450. Alexandria. VA 2231 3-1 450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for 
Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 

If you need assistance in completing the form, cad 1-800-PTO-9199 and select option 2 
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t Reduction Act of 1995, no persons are required 



PTQ/SB/26 (09-04) 
Approved for use through 07/31/2006. OMB 0651-0031 
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
to respond to a collection of information unless it displays a valid OMB control number. 



DISCLAIMER TO OBVIATE A DOUBLE PATENTING 
REJECTION OVER A TRIOR" PATENT 



Docket Number (Optional) 
469201-716 



In re Application of: Mc Carthy. et a). 
Application No.: 10/762, 92 B ' . * • - 
Red: January 22. 2004 

For In Vitro Method for Disassembly/Reassembly of Papillomavirus Virus-Like Particles (VLPs) Homogeneous VLP and Capsomere Compositions 
Produced by Said Methods: Use Thereof as Vehicle for Improved Purification and Delivery of Active Agents 



The owner*, Medlmmune. Inc. , of 100 percent interest in the Instant application hereby disclaims, except as provided below, the terminal part of the 
statutory term of any patent granted on the instant application which would extend beyond the expiration date of the full statutory term prior patent 
No 6.261.765 as the term of said prior patent is defined «i 35 U.S.C. 1 54 and 1 73. and as the term of said prior patent is presently shortened by any 
terminal disclaimer. The owner hereby agrees that any patent so granted on the instant application shall be enforceable only for and during such period 
that it and the prior patent are commonly owned. This agreement runs with any patent granted on the instant application and is binding upon the 
grantee, Its successors or assigns. 

In making the above disclaimer, the owner does not disclaim the terminal part of the term of any patent granted on the Instant application that would 
extend to the expiration date of the full statutory term as defined in 35 U.S.C. 1 54 and 1 73 of the prior patent, "as the term of said prior patent is 
presently shortened by any terminal disclaimer,* In the event that said prior patent later 

expires for failure to pay a maintenance fee; 
" is held unenforceable: 

is found invalid by a court of competent jurisdiction; 

is statutorily disclaimed In whole or terminally disclaimed under 37 CFR 1 .321 ; 

nas all claims canceled by a reexamination certificate; 

is in any manner terminated prior to the expiration of its foy statutory term as presently shortened by any terminal disclaimer. 
Check either box 1 or 2 below, if appropriate. 

1 . □ For submissions on behalf of a business/organization (e.g., corporation, partnership, university, government agency, etc.), the undersigned is 
empowered to act on behalf of the business/organization. 

t hereby declare that all statements made herein of my own knowledge are true and that all statements made on Information and belief are 
beieved to be true; and further that these statements were made with the knowledge that willful false statements and the like so made are punishable by 
.fine or imprisonment, or both, under Section 1001 of Title 18 of the United States Code and that such willful false statements may jeopardize the validity 
of the application or any patent issued thereon. r 




Raymond J. Lillie 



Typed or printed e 



Q73-99M700 



Telephone Number 

under 37 CFR 1 .20(d) included. 

warning: information on this form may become public Credit card information should not 
be Included on this form, provide credit card Information and authorization on pto-2058. 

•Statement under 37 CFR 3.73(b) is required if terminal disclaimer is signed by the assignee (owner). 
Form PTO/SB/96 may be used for making this certification. See MPEP § 324. 



TWs coOectftn cf IrrforrnatJon is required by 37 CFR 1.321. The Information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process) 
an appncatior. ConfUentiamy ts governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 12 minutes to complete, including gathering, 
preparing, and submitting the completed application form to the USPTO. Time wfll vary depending upon the individual case. Any comments on the amount of time you require 
to comptotfi this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer. U.S. Patent and Trademark Office, U .S. Department of 
Commerce. P.O. Box 1450. Alexandria. VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for 
patents, P.O. Box 1050, Alexandria, VA 23515-1450. 

H you need assistance In completing the term, call 1-S00-PTO-9199 and select option 2 
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MED IMMUNE INC 



4 



DEPARTMENT O F HEALTH & HUMAN SERVICES Qq^ ^ 



Our Reference : 



OCT 2 6 

8B-IND 7920 



301527^202 P. 02 
'.Food and Drug Administration 



1401 Rockvillo Pika 
Rockvilla MO 20652-14 



Division of Vaccines and 
Related Products Applications 
Telephone; (301) 627-3070 



Medlmmune, Inc. 
Attn: Mr. Bogdan Dziurzynski 
3 5 West Watkins Mill Road 
Gaithersburg, MD 20878 

Dear Mr. Dziurzynski : 

Reference is made to your Investigational New Drug Application 
(IND) for "Human Papillomavirus Types 16 and 19 Virus Like 
Particle (recombinant LI; Spodcptera frugiperda cells) Vaccine 
with Alum and Monophosphoryl Lipid A Adjuvant." We also refer to 
your request of September 6, 1956 , for Past Track Drug 
designation submitted under Section SOS of the Food, Drug, and 
Cosmetic Act. 

We have reviewed your request and concluded that it meets the 
criteria for Fast Track- designation. Therefore, we are 
designating the investigational "Human Papillomavirus Types 16 
and IB Virus Like Particle (recombinant LI; Spodoptera frugiperda 
cells) Vaccine with Alum and Monophosphoryl Lipid A Adjuvant" for 
prevention of cervical cancer as a Fast Track development 
program. 

Under nhe FDA Modernization Act of 1997, designation as a Fast 
Track development program for a new drug or biological product 
means that FDA will take such actions as are appropriate to 
expedite the development and review of the application for 
approval of such product. FDA may also evaluate for filing and 
commence review of portions of an application for approval of a 
Fast Track product under certain conditions. 

FDA is in the process of preparing detailed guidance on the 
provisions of Section 112 of the FDA Modernization Act of 1997 as 
required by the Act. Until such time as the guidance is publicly 
available, please contact our office in order to receive guidance 
on the development and review of your produce and how these 
provisions will be applied. We look forward to working with you 

.>luulaiuki arrAmo 
ARCHIVES 
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MED IMMUNE INC 



301527^202 P. 03 



Page 2 - Mr. Bogdan Dziurzynski 

co expedite the development and review of this promising' proposed 
use of the product. 

•If you have any questions, please contact this office at the 
above telephone number. 

Sincerely yours, 



M. Carolyn Hardegree, M.D. 
Director 

Office of Vaccines 
Research and Review 

Center for Biologies 

Evaluation and Research 
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Vaccines, Blood & Biologies 



Filing Letter - Cervarix, April 9, 2007 

April 9, 2007 

GlaxoSmithKline Biologicals 
Attention: Ms. Sharon W. Shapowal 
230 I Renaissance Boulevard 
P.O. Box 61540 

King of Prussia, PA 19406-2772 
Dear Ms. Shapowal: 

We have received your biologies license application (BLA) submitted under section 

351 of the Public Health Service Act for the following biological product: 

Our Submission Tracking Number (STN): BL 125259/0 

Biological Product: Human Papillomavirus Vaccine, AS04 Adjuvant-Adsorbed 

Indication: Active immunization to prevent cervical cancer in females 10 years of 

age and older. 

Date of Supplement: March 29,2007 
Date of Receipt: March 29, 2007 
First Action Due Date: January 28, 2008 
US License: 1617 

Please submit all future correspondence, supporting data, or labeling relating to 
this application in triplicate, citing the above STN number. Send all 
correspondence to the following address: 

We will notify you within 60 days of the receipt date if the application is sufficiently 
complete to permit a substantive review. 

Norman Baylor, Ph.D., HFM-475 

Center for Biologies Evaluation and Research 

Food and Drug Administration 

Suite 200N 

1401 Rockville Pike 

Rockville, MD 20852-1448 



We wil notify you within 60 days of the receipt date if the application is sufficiently 
complete to permit a substantive review. 



http://wvvw.fda.gov/BiologicsBloodVaccinesA^accines/ApprovedProducts/ucm 1 9321 1 .htm 1 2/9/2009 
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If you have any questions, please contact Ms. Helen Gemignani, Regulatory 

Project Manager, at (301) 827-3070. 

Sincerely yours, 

Loris D. McVittie, Ph.D. 

Chief 

Viral Vaccine Branch 
Division of Vaccines and 
Related Products Applications 
Offce of Vaccines 
Research and Review 
Center for Biologies 
Evaluation and Research 



http://wvvw.fda.gov/^iologicsBloodVaccinesA^accines/ApprovedProducts/ucml 9321 1 .htm 1 2/9/2009 



EXHIBIT 8A 



Regulatory Affairs 
CARDS 
View Manager Brief Report 



Communication Type Seq No 


Rc Line 


Date Attachments? 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Initial Investigational New Drug Application: Protocol(s) Included 
Serial No.: 0000 


08-Sep-1998 


Yes 


FDA Correspondence 


BBfND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Acknowledgement: Other 


26-Oct-l998 


Yes 


GSK Correspondence 


BBfND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Response to FDA Request/Comment: Clinical, CMC, Nonclinical 
Serial No.: 0001 


I8-Dec-I998 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Information Amendment: Nonclinical, Nonclinical 
Serial No.: 0002 


20-Jan-1999 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Information Amendment: Nonclinical, Study Reports 
Protocol Amendment: Change in Protocol 
Serial No.: 0003 


01-Feb-I999 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Information Amendment: Chemistry Manufacturing and Controls 
Serial No.: 0004 


02-Feb-l999 


Yes 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


I4-Apr-I999 


Yes 


whitmmOO 
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12/11/20099: 


35:08 AM 



Regulatory Affairs 
CARDS 
View Manager Brief Report 


Communication Type Seq No 


Re Line 


Date 


Attachments? 


General Memorandum: CMC, External Communicatio 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
BoenAncp tn FHA Rpnnpit/Pnmmf'nt' f MC Protocol 

tVCSpOlljC 10 lUf\ ftCljUCJVV^UMiiiuu, i ivivwui 


20-Apr-l999 


Yes 


FDA Telephone 
Conversation 


BBFND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Comment/Information Request 


2I-Apr-I999 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Information Amendment: Chemistry Manufacturing and Controls 
Serial No .: 0005 


22-Apr-1999 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Information Amendment: Chemistry Manufacturing and Controls 
Protocol Amendment: Change in Protocol 
serial No., uuuo 


03-Jun-l999 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Information Amendment: Nonclinical 
Information Amendment: Clinical 
Serial No.: 0007 


IHul-1999 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 1 6 and Type 1 8 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Information Amendment: Chemistry Manufacturing and Controls 
Serial No.: 0008 


21-Jul-I999 


Yes 



whitmmOO 
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Regulatory Affairs 
CARDS 



View Manager Brief Report 



Communication Type SeqNo 


Re Line 


'Date Attachments?' 




FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Comment/Information Request 


28-Jul-1999 


Yes 


GSK Correspondence 


nnrwn 7Q")fV Unm™ PanillnmpvinicTvnp \(\ anHTvnp 18 Vims 1 ike Particle frecombinant LI ' SoodoDtera truciDerda 

DD11> U l/W, nUniall roulllUlllaVllUi lUallU l;|Jv 10 V1IIU WIW 1 munt ^iwviuvuuuu u|/«uv|/i»iu n»g.|j..«. 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Other, Administration, 


I0-Sep-I999 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Information Amendment: Clinical: Revised Investigator's Brochure 
Protocol Amendment: New Protocol 
Serial No.: 0010 


17-Sep-I999 


Yes 


GSK Correspondence 


RRrMn W(\' Human PanillnmavinK Tvne Ifi and Tvne 1 ft Vims-like Particle Vaccine with Alum and Monoohosphoryl 
Lipid A 

Information Amendment: Chemistry Manufacturing and Controls 
Serial No.: 0011 


15-Oct-1999 


Yes 


GSK Correspondence 


BBIND 7920' Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Annual Report: Clinical Study Information, Investigational Plan, Outstanding Regulatory Business 
Serial No '0012 


24-Nov-1999 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Information Amendment: Clinical, Study Reports 
Serial No.: 0013 


02-Dec-l999 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 


07-Dec-1999 


Yes 


whitmmOO 
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Regulatory Affairs 
CARDS 
View Manager Brief Report 



Communication Type Seq No 


Re Line ^ 


; Date 


Attachments?' 


General Correspondence: Meeting Request 
Serial No.: 0014 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Protocol Amendment: Change in Protocol 
Serial No.: 0015 


16-Dec-I999 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Nonclinical 
Serial No 


16-Dcc-1999 


No 


FDA Telephone 

LUIIVC150UUH 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Meeting Agenda or Deta 


04-Jan-2000 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Protocol Amendment: Change in Protocol 
Serial No.: 0016 


IWan-2000 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Other, Briefing Docume 


ll-Jan-2000 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Correspondence: Briefing Document 
Serial No.: 0017 


!3-Jan-2000 


Yes 


vvhitmmOO 
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Regulatory Affairs 
CARDS 
View Manager Brief Report 



Communication Type Seq No 


Re Line 


Date' Attachments? 


FDA Telephone 

C nnuprcatinn 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Comment/Information Request 


04-Feb-2000 


No 


FDA Telephone 

fnnvprMtinn 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Comment/Information Request 


04-Feb-2000 


No 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Comment/Information Request 


29-Feb-2000 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Correspondence: Clinical; Sample Case Report Forms and Diary Cards 

Protocol Amendment: New Investigator, Investigator Add 

Seri 


OI-Mar-2000 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Response to FDA Request/Comment: Clinical, Nonclinical 
Serial No.: 0019 


!6-Mar-2000 


Yes 


GSK Correspondence 


RRiwn 7Q7(V Human PnnillnmavinK Tvne IfiandTvrie 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Meeting Agenda or Deta 


24-Mar-2000 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Information Amendment: Nonclinical, Nonclinical, Study Reports 
Serial No.: 0020 


l7-Apr-2000 


Yes 
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GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Correspondence: Safety 
Serial No .: 0021 


25-Apr-2000 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Meeting Agenda or Deta 


27-Apr-2000 


No 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Comment/Information Request 


27-Apr-2000 


No 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Comment/Information Request: CMC, Nonclinical 


09-May-2000 


Yes 


Other Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence, CMC, Stability 


16-May-2000 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Protocol Amendment: Change in Protocol, Clinical 
Serial No.: 0022 


24-May-2000 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Correspondence: Clinical Protocol Synopses 
Serial No.: 0023 


08-Jun-2000 


Yes 
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FDA Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Correspondence 


20-Jun-2000 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Correspondence: Clinical, Meeting Request, Protocol 
Serial No.: 0024 


28-Jun-2000 


Yes 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Comment/Information Request 


03-Jul-2000 


Yes 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Memorandum: Meeting Request; Medlmmnune Letter 


03-Jul-2000 


Yes 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Comment/Information Request 


OS-Jul-2000 


No 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Memorandum: Meeting Agenda or Details 


17.Jul-2000 


Yes 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 25-Jul-2000 Yes 

Lipid A 

Information Amendment: Clinical; Revised Investigator's Brochure 
Protocol Amendment: New Protocol 
Serial No.: 0025 
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FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Comment/Information Request 


3I-Jul-2000 


Yes 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Comment/Information Request 


3l-Jul-2000 


No 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Comment/Information Request 


31-Jul-2000 


Yes 


Other Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence 


OI-Aug-2000 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

15-Day ADR Report: Initial 
Serial No.: 0026 


23-Aug-2000 


Yes 


FDA Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Minutes of Meeting: Minutes of 7/3 1/2000 Telecon 


Ol-Sep-2000 


Yes 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Memorandum: Meeting Agenda or Details 


OI-Sep-2000 


Yes 
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GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 26-Sep-2000 Yes 

Lipid A 

Protocol Amendment: Change in Protocol 

Information Amendment: Chemistry Manufacturing and Controls 

Serial No.: 0027 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl I3-Oct-2000 Yes 

Lipid A 

Information Amendment: Clinical; Revised Investigator Brochure 
Protocol Amendment: New Investigator, Investigator Add 
Serial No.: 0028 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl I8-Oct-2000 Yes 

Lipid A 

General Correspondence: Transfer of Ownership 
Serial No .:0030 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 18-Oct-2000 ' Yes 

Lipid A 

General Correspondence: Transfer of Ownership 
Serial No.: 0029 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl I0-Nov-2000 Yes 

Lipid A 

Information Amendment: Chemistry Manufacturing and Controls 
Protocol Amendment: New Investigator 
Information Amendment: Clinical: Inv 



FDA Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda I3-Nov-2000 Yes 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Acknowledgement: Transfer of Ownership 
Genera 
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FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Comment/Information Request 


04-Dec-2000 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

A*mij DanArf' fiini™i QhJv infrtrmfltinn invpctioatinnal Plan Outstanding Refiulatorv Business 
Annual Kepon. uimcai oiuuy iniuniidiiun. invcsugduuiku nan, vmauuiuuig, iwguiuiuij 

Serial No.: 0032 


08-Dec-2000 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Protocol Amendment: New Investigator, Other 1572 Change 
Protocol Amendment: Change in Protocol; Amendment 2 to HPV-005 
Serial No.: 003 


I2-Dec2000 


Yes 



GSK FAX/E-mail , 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Details 


07-Feb-2001 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Protocol Amendment: New Investigator, Investigator Add 
Protocol Amendment: New Investigator, Other 1572 Change 
Protocol Amendment: Cha 


07-Feb-200I 


Yes 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Comment/Information Request 


09-Feb-200I 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 


23-Feb-2001 


Yes 
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Information Amendment: Nonclinical, Nonclinical, Study Reports 
Serial No.: 0035 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Response to FDA Request/Comment: Clinical, Protocol 
Serial No.; 0036 


02-Apr-2001 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Protocol Amendment: New Investigator, Investigator Add 
Protocol Amendment: New Investigator, Other 1572 Change 
Serial No.: 0037 


I0-Apr-2001 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Protocol Amendment: New Investigator, Investigator Add 

Protocol Amendment: Change in Protocol; Amendment 004 to HPV-003 and Amendment 0 


23-Apr-2001 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Response to FDA Request/Comment: CMC 
Serial No.: 0039 


27-Apr-200l 


Yes 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Teleconference: Meeting Agenda or Details, Status Update 


06-Jun-2001 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Protocol Amendment: New Investigator, Other 1572 Change 
Protocol Amendment: New Investigator, Investigator Add 


22-Jun-2001 


Yes 
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Serial No.: 0040 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Protocol Amendment: Change in Protocol Clinical 
Serial No.: 0041 


03-Aug-200l 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Protocol Amendment: New Investigator, Investigator Add 
Protocol Amendment: New Investigator, Other 1572 Change 
Serial No.: 0042 


10-Aug-200! 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Correspondence: Clinical 


10-Oct-2001 


Yes 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Memorandum: Meeting Request: Agency/Sponsor Teleconference 


25-Oct-2001 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Correspondence: Briefing Documents 
Serial No.: ' 


29-Oct-2001 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol; Amendm 


3 l-Oct-2001 


Yes 
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GSK Correspondence 


BBIND 10025; Influenza Split Virus Trivalent (Type A & B; chicken egg) Vaccine, Inactivated, Intradermal 
Serial No.: 0002 

BBIND 2846; Engerix-B® (Hepatitis B Vaccine (Recombinant)) 
Serial No.: 01 18 

BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated 


3I-Oct-2001 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Memorandum: Initial Report of Spontaneous Aportion (miscarriage) 


13-Nov-200I 


Yes 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical 


13-Nov-200I 


Yes 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Memorandum: Draft Agenda of Vaccines and Related Biological Products Advisory Committee 
Meeting dated for November 28, 29, 2001 


!3-Nov-200l 


Yes 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Memorandum: Notes for Speakers at VRBPAC Meeting, November 2001 


I5-Nov-200I 


Yes • 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

15-Day ADR Report: Initial 


I9-Nov-200I 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Correspondence 


20-Nov-200I 


Yes 
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GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Memorandum; Initial Report of Sudden Infant Death Syndrome (Priorix) 


30-Nov-200I 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 
Annual Report 


07-Dec-2001 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Protocol Amendment: New Investigator, Other 1572 Change 
Prntnml Amendment' Phanpp in Protocol Clinical 
Serial No .: 0048 


I9-Dec-200I 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Minutes of Meeting 


14-Jan-2002 


Yes 


FDA Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Correspondence 
Minutes of Meeting 


18-Jan-2002 


Yes 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Comment/Information Request 


29-Jan-2002 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigator, Investig 


3l-Jan-2002 


Yes 


whitmmuO 
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GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophospnoryl Lipid A Adjuvant, be mm 
Protocol Amendment: New Investigator, Investig 


26-Feb-2002 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Correspondence: Other 


08-Apr-2002 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigator, Other 15 


24-May-2002 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol 
Serial 


31-May-2002 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Protocol Amendment: Change in Protocol, Clinical 
Serial No.: 0055 


20-Jun-2002 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

15-Day ADR Report: Initial 

n • I VI. . Arte/ 

Serial No.: 0056 


22-Jul-2002 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like 
Particle Vaccine with Alum and Monophosphoryl Lipid A 
Information Amendment: Clinical 
Updated Investigator Brochure 


3l-Jul-2002 


Yes 
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Serial No.: 0057 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Protocol Amendment: New Investigator 
Serial No.: 0058 


20-Aug-2002 Yes 




BBIND 7920; Human Papillomavirus Type 1 6 and Type 1 8 Virus-like Particle Vacci 




GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Information Amendment: Clinical, Statistical 

Study Protocol 580299/001 (HPV-001) Report Analysis Plan 

Serial No.: 0059 


06-Sep-2002 Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle 
(recombinant LI; Spodoptera frugiperda cells) Vaccine with Alum and 
Monophosphoryl Lipid A Adjuvant; SB 580299 
Protocol Amendment to Protocols MI-CP044, MI-CP055 and MI-CP057 


Ol-Nov-2002 Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda cells) Vaccine 

nfltU Alum on^ Mnnnnnnonnflrv 1 inin A AHlllVflrlt 

wlW Alum ana iviunupnubpnuryi Lipiu n mijuvam 

Updated Investigator Documentation for Study Protocol SB 580299/001(HPV-001) 

S 


04-Nov-2002 Yes 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Teleconference: Other, Clinical study protocol question 


15-Nov-2002 No 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 


18-Nov-2002 Yes 
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General Memorandum: Clinical 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Correspondence 

Subject: US Agent (Authorized Official) for Communications 
Serial No.: 0062 


I9-Nov-2002 


Yes 


GSK Correspondence 


BBFND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Annual Report: Adverse Event Summary, Changes to Investigator's Brochure, Clinical Study Information, Foreign 
Marketing Developments, I 


26-Nov-2002 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle 
Vaccine with Alum and Monophosphoryl Lipid A 
General Correspondence: CMC 
Serial No.: 0064 


03-Dec-2002 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Nonclinical; Reproducti 


09-Dec-2002 


Yes 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Comment/Information Request: CMC, Draft Protocol 


08-Jan-2003 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle 
Vaccine with Alum and Monophosphoryl Lipid A 
Information Amendment: Chemistry Manufacturing and Controls, CMC 
Serial No.: 0066 


IO-Jan-2003 


Yes 
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GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
General Teleconference: Clinical, Meeting Request 


13-Jan-2003 


No 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Draft Protoco 


!6-Jan-2003 


No 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

ftpnpral TpWnnfprptw Pliniral Meeting Reauest 


27-Jan-2003 


No 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Teleconference: Other • Request from CBER for teleconference to clarify general clinical questions from new 
reviewer 


04-Feb-2003 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Protocol Amendment: Change in Protocol, Clinical 

Information Ampndmpnt' flinics 

Serial No.: 0067 


06-Feb-2003 


Yes 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Memorandum: Meeting Agenda or Details for the 2/13/2003 Meeting 


06-Feb-2003 


Yes 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Memorandum: Meeting Agenda or Details 


25-Mar-2003 


Yes 
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FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Teleconference: Other - Informal teleconference requested by FDA for clarification of clinical questions 


03-Apr-2003 


No 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Response to FDA Request/Comment: Flow Diagrams for the HPV Manufacturing Process 


04-Apr-2003 


Yes 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

11 i*. CT\A Da/nnnnf/r/\mmant' Virol Clfohl nf tllP HPV Pm VorPltlP 

Response to rUA Kequest/Lommeni. virai oaieiy oi ine nr v nu vdumc 


04-Apr-2003 


Yes 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine 
with Alum and Monophosphoryl Lipid A 
ueneral leieconierence. livil - inclusion oouies in jm wld a icqucsi w 
address at EOP2 meeting 


04-Apr-2003 


No 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Teleconference: Meeting Agenda or Details, Other - Sf-9 WCB inclusion bodies (CBER feedback) 


15-Apr-2003 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Protocol and Information Amendment: Clinical - Draft Phase 3 clinical study protocols HPV-008 and HPV-009 

Request for Feedback 

Serial 


06-Jun-2003 


Yes 


FDA Telephone 
Conversation 


. BBIND 7920; Human Papillomavirus Type 1 6 and Type 1 8 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Teleconference: Other - HPV-008 & -009 concept protocol submission 


l3-Jun-2003 


No 
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GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Particle Vaccine with Alum and Monophosphoryl Lipid A 
Additional Copy of Serial No. 0068 


19-Jun-2003 


Yes 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Teleconference: Clinical, Draft Protocol 


lfl.Jul.2003 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Information Amendment: Clinical, Study Reports 
Serial No.: 0069 


16-Jul-2003 


Yes 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Teleconference: Other - CBER request fo informal telecon to discuss Phase 3 concept protocols HPV-008 & -009 


22-Jul-2003 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Information Amendment: Clinical - Final Clinical Study Report 
Serial No.: 0070 


23-Jul-2003 


Yes 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Teleconference: Other ■ CBER telecon to provide GSK with comments on Phase 3 concept protocols HPV-008 & 
-009 


29-Jul-2003 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like 

Particle Vaccine with Alum and Monophosphoryl Lipid A 

Information Amendment: Clinical - Final Clinical Study Report MI-CP055 


05-Aug-2003 


Yes 
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Serial No.: 0071 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

General Teleconference: Other ■ Gopa Raychaudhuri replaces Bob Anderson as HPV Regulatory Project Manager 


l9-Aug-2003 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like 
Particle Vaccine with Alum and Monophosphoryl Lipid A 
Protocol Amendment: New Protocol 580299/007 (HPV-007) 
Serial No.: 0072 


!9-Aug-2003 


Yes 


FDA Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus-like Particle Vaccine with Alum and Monophosphoryl 
Lipid A 

Minutes of 7/29/2003 Teleconference 


04-Sep-2003 


Yes 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Clinical, CMC 

STN: 


22-Sep-2003 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like 
Particle (recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) 
Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Formal Meeting Request for PDUFA Products - 


24-Sep-2003 


Yes 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Request 


25-Sep-2003 


Yes 
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GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Authorized Official 


26-Sep-2003 


Yes 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Details 


07-Oct-2003 


Yes 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Other - Follow-up disc 


I5-Oct-2003 


No 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and jD-Monopnospnoryl Lipid A Adjuvant, bb 38UzW 
General Teleconference: Clinical, Statistical 


I5-Oct-2003 


No 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and JU-Monophospnoryl Lipid A Adjuvant, bb 38UzVy 
General Memorandum: Clinical, Statistical - Re 


I5-Oct-2003 


Yes 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Details 


20-Oct-2003 


Yes 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Other - Parti 


24-Oct-2003 


Yes 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 


03-Nov-2003 


Yes 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum; Clinical • Summary of Octo 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Minutes from teleconf 


06-Nov-2003 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Briefing Document 
Inf 


06-Nov-2003 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigator Documenta 


07-Nov-2003 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Annual Report Covering the Period from 9/8/200 


19-Nov-2003 


Yes 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Clinical, Statistical 


20-Nov-2003 


No 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Other - Proposed discu 


04-Dec-2003 


No 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


05-Dec-2003 


No 
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General Teleconference: Meeting Agenda or Deta 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Details 


05-Dec-2003 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Additional US Agent ( 


05-Dec-2003 


Yes 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Details 


09-Dec-2003 


Yes 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Details 


IO-Dec-2003 


Yes 


GSK Telephone 
Lonversaiion 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference - EOP2 meeting details 


15-Dec-2003 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Formal Meeting Request for PDUFA Products, Typ 


l7-Dec-2003 


Yes 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Summary of 18 December 


!8-Dec-2003 


No 
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GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugtperda 
and Tnchoplusia ni cells) Vaccine with Alum and 3D-Monophospnoryl Lipid A Adjuvant, bB 58UZW 
General Memorandum: Meeting Agenda or Details 


I9-Dec2003 


Yes 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Tnchoplusia m cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, 5>B 580299 
General Memorandum: Meeting Agenda or Details 


3l-Dec-2003 


Yes 


FDA Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Minutes of Dec 5, 2003 Meeting 


02-Jan-2004 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Minutes of Type C Meeting Dec 05, 2003 
Seria 


07-Jan-2004 


Yes 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Clinical - Draft Informed 


14-Jan-2004 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 

uiM Alum an^ ^n.Mnnnnhncnlinrvl 1 i niH A AdillVRPt SR 580299 
Wlin AlUm anu jU"lVI(jnupilU!>piMyi upiu n nujuvmu, ju jovljj 

Response to FDA Request for Information: G 


20-Ja>2004 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence:lnformation Package for 


20-Jan-2004 


Yes 
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GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Meeting Agenda or Deta 


18-Feb-2004 


No 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
fipnpral Mpmnranrliim' Other - 1 ist of Particinan 


l8-Feb-2004 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 

■ iiitU Alum inA 1T\ MnnnnUnenliArvl T iniH A AHillV31lt SRfl?QQ 

wiin Alum ano ju-ivionopnospnoryi upiu t\ Aujuvdiu, od joKiiyy 
Information Amendment: Clinical Interim 


23-Feb-2004 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Investigat 


24-Feb-2004 


Yes 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Clinical ■ CBER feedba 


05-Mar-2004 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
™H Trirhnnlncia ni cAk\ VflfTinp with Alum and ID-Monnnhnsnhorvl Licid A AdiuvanL SB 580299 
Summary of End of Feb 18, 2004 Phase II Meeti 


ll-Mar-2004 


Yes 


FDA Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Minutes of Feb 18, 2004 Meeting 


19-Mar-2004 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 


22-Mar-2004 


Yes 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Final Phase IN Protocol 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Protocol • Call to inf 


24-Mar-2004 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendments: Chemistiy/Microbio 


29-Mar-2004 


Yes 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Protocol ■ Telecon to 


20-Apr-2Q04 


No 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Details 


23-Apr-2004 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigators for Stud 


03-May-2004 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Final Phase III Protocol 5 


I8-May-2004 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


28-May-2004 


Yes 
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Protocol Amendment: New and Revised Investiga 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigator for P 



10-Jun-2004 Yes 



GSK Telephone 
Conversation 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda I8-Jun-2004 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Meeting Request 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigators for P 



30-Jun-2004 Yes 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigators and 



30-Aug-2004 Yes 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Transfer of Respon 



ll-Oct-2004 Yes 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigators and 



I3-Oct-2004 Yes 
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GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0097 


I6-Nov-2004 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0098 


24-Nov-2004 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0099 


30-Nov-2004 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Annual Report Covering the Period From Sep 8, 


07-Dcc-2004 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0102 


09-Dec-2004 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Protocol 280299/008 Ame 


09-Dec-2004 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


l3-Dec-2004 


Yes 
WAR AM 
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Protocol Amendment: Investigator Revisions 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 17-Dec-2004 Yes 

(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised invest 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 22-Dec-2004 Yes 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0105 



FDA FAX/E-mail BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda I0-Jan-2005 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Other 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 1 l-Jan-2005 Yes 

(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Protocol 580299/007, A 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 04-Feb-2005 Yes 

(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Invest 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Feb-2005 Yes 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0108 
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GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0191 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


I0-Feb-2005 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
General Correspondence: Other: Update to list of US Agents and 
Authorized Officials and Confirmation o 


2l-Feb-2005 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 

fi ' 1 \T AIM 

Serial No.: 01 12 


23-Feb-2005 


Yes 








GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0193 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


23-Feb-2005 


Yes 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 
Serial No.: 0194 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


04-Mar-2005 


Yes 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Safety 


08-Mar-2005 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 
Serial No.: 0195 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 


09-Mar-2005 


Yes 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Safety 


16-Mar-2005 


No 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Other 


23-Mar-2005 


No 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Provided GSK 


29-Mar-2005 


No 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Requested Slides 


29-Mar-2005 


No 


GSK Telephone 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3 D-Monophosphory 1 Lipid A Adjuvant, SB 580299 
General Teleconference: Other 


29-Mar-2005 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 
Serial No.: 0197 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


3l-Mar-2005 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


Ol-Apr-2005 


Yes 


vvhitmmGO 


Page; 32 of 228 


12/1 1/2009 9:35:08 AM 



Regulatory Affairs 
CARDS 
View Manager Brief Report 



Communication Type Seq No 


Re Line 


Date 


Attachments? 


Protocol Amendment: New and Revised Invest 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Draft Protocol: Request fo 


05-Apr-2005 


Yes 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 

and Trichoplusia ni cells) Vaccine 

with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

General Memorandum: Planned Protocol: HPV-01 


06-Apr-2005 


Yes 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Other 


06-Apr-2005 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 

with Alum mi\ 1 n.Mrtnnntincnhnrvl I iniH A AHinvant <\R SRftfQQ 

wiin Aium ano ju-ivionupnuspnuryi Lipiu t\ Aujuvdiu, jd jwm 
Request for FDA Review of Proposal and Cone 


06-Apr-2005 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Invest 


08-Apr-2005 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ,:01 18 


21-Apr-2005 


Yes 
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GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

DrAtrtpnl AmpnHmpnt' fnanap in Prntnrnr Amp 

rroiocoi AnoQiTitiu, uiangc in nuiuwui, nine 


25-Apr-2005 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-MonophosphoryI Lipid A Adjuvant, SB 580299 
Protocol Amendment, protocol jouzvwuuc a 


29-Apr-2005 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
serial ino.. uizz 


05-May-2005 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

flthpr lnup«tioatnr RpvkinrK fnr Protocn 


05-May-2005 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 

iifilli Alum anH 1H Unnnnhncnhnrvl I iniH A AHinvant 

Wim Alum and jLHviunupnuipiiuryi upiu a nujuvaiu, ou jwui 

Protocol Amendment: Final Draft Protocol H 


20-May-2005 


Yes 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and ju-Monopnospnoryl Lipid A Adjuvam, 5d mm 
General Memorandum: Clinical, Protocol, Reques 


24-May-2005 


Yes 


FDA Telephone 
Conversation • 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Other 


25-May-2005 


No 
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BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 
Serial No.: 0199 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D*M 


03-Jun-2005 


Yes 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 1 75)) 
Serial No ,:0200 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


07-Jun-2005 


Yes 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Other 


IO-Jun-2005 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Amendment 001 to Proto 


10-Jun-2005 


Yes 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 

rinA Tri/>tiAnlnnio ni pallM Vipfin.i uritK Alum r jn/1 1Y\ M Anfinhr\cnh^rvi I mi/t A AnlllV/Hflt SR SJWl/QQ 

ana incnopiusia ni ecus j vaccine vviin Aium <mu ju-ivionupnubpiiuryi upiu n rtujuvaiu, jd joui77 
Comment/Information Request: Clinical, Protoco 


!7-Jun-2005 


Yes 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Clarification 


24-Jun-2005 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


24-Jun-2005 


Yes 
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Protocol Amendment: New and Revised Invest 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Other 


27-Jun-2005 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0128 


27-Jun-2005 


No 


GSK Trip Report 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Minutes From the Jun 28, 2005 Teleconference W 


28-Jun-2005 


Yes 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Clinical: Pro 


28-Jun-2005 


Yes 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175J) 
Serial No.: 0202 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


30-Jun-2005 


No 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
BBIND 3200; Havrix® (Hepatitis A Vaccine, Inac 


06.Jul-2005 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


' 06-Jul-2005 


No 


vvhitmmOO 


Page: 36 of 228 


12/1 1/2009 9:35:08 AM 



Regulatory Affairs 
CARDS 
View Manager Brief Report 



Communication Type Seq No 


Re Line 


' Date Attachments? 




15-Day ADR Report: Initial 






Serial No.: 0130 





GSK Telephone BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Jul-2005 No 

Conversation and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

7-Day Safety Report 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 07-Jul-2005 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0132 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 

Serial No.: 0203 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



FDA Telephone • BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 08-Jul-2005 No 

Conversation and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

General Teleconference: Other 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda I l-Jul-2005 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0134 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda I l-Jul-2005 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0133 
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FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Safety 


l5.Jul.2Q05 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0135 


20-Jul-2005 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No ,:0204 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


21-Jul-2005 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0208 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


04-Aug-2005 


No 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Nonclinical; Upda 


IO-Aug-2005 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
*nA Trirhnniiicin ni ?Ak\ Varrinp with Alum and ID-MononhosDhorvl Lioid A Adjuvant SB 580299 

and 1 ncnopillbld ill Ccllsj Vaiunc wiumiuui aiiu ju inuiiupiivopiiuiji n^iu h mujuhuh, 

Serial No.: 0136 

BBIND 3200; Havrix® (Hepati 


I0-Aug-2005 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle 
(recombinant L 1 ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Safety; Authorized 


IO-Aug-2005 


No 


whitmmOO 


Page: 38 of 228 


12/11/20099:: 


35:08 AM 



Regulatory Affairs 
CARDS 
View Manager Brief Report 



Communication Type Seq No, 



Re Line 



Date Attachments? 
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BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Chemistry Manufactur 



16-Aug-2005 No 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Protocol 580299/01 



24-Aug-2005 No 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 25-Aug-2005 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0141 



GSK Correspondence 



BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0210 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



01-Sep-2005 No 



FDA Telephone 
Conversation 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Other: Request for GSK 



02-Sep-2005 No 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Addition to Author 



08-Sep-2005 Yes 
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BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0211 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


09-Sep-2005 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol (HPV 


09-Sep-2005 


No 


flSK fnrrpQnnnHpnfe 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI;-Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Revised New Investigat 


l2-Sep-2005 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0147 


I4-Sep-2005 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0148 


26-Sep-2005 


No 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: FDA Is Awaiting the CM 


28-Sep-2005 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 


29-Sep-2005 


No 
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GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 30-Sep-2005 Yes 

(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant SB 580299 
Information Amendment: Clinical; US Clinica 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 04-Oct-2005 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0151 



GSK FAX/E-mail BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 05-Oct-2005 Yes 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Details; 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 1 6 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 06-Oct-2005 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0152 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda I3-Oct-2005 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
■ 15-Day ADR Report: Initial 
Serial No ,:0I54 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 

(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Chemistry Manufactu 
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BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No -0155 


25-Oct-2005 


No 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Request Status Update 


04-Nov-2005 


No 


FDA Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: FDA Provided Reco 


I4-Nov-2005 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Final Protocol HPV-015 


14-Nov-2005 


No 


GSK Correspondence 


BBTND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical •• ICSR M 


I4-Nov-2005 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and 1 ncnoplusia ni cells) vaccine with Alum and ji>Monopnospnoryi Lipid a rtujuvdni, od mm 
IS.Dav ADR Renntt Initial 
Serial No.: 0158 


I7-Nov-2005 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like 
Particle (recombinant L 1 ; Spodoptera frugiperda and Trichoplusia ni cells) 
Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence and Submission of Tr 


I8-Nov-2005 


Yes 
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FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: DMF, Protocol; FD 


2I-Nov-2005 


No 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: DMF, Protocol HP 


21-Nov-2005 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: CMC; Proposal for 


22-Nov-2005 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigator Docum 


22-Nov-2005 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Annual Report Covering the Period From Sep 8, 


28-Nov-2005 


No 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Nonclinical: 


30-Nov-2005 


No 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
BBIND 9231; Human Rotavirus (strain 89-12; RIX 


02-Dec2005 


No 
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BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0219 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



05-Dec-2005 No 



• GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Invest 



Of-Dec-2005 No 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like 
Particle (recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) 
Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol; Am 



06-Dec-2005 No 



GSK Telephone 
Conversation 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 08-Dec-2005 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Other: Request Status 



GSK FAX/E-mail 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine with Alum and 
3D-Monophosphoryl Lipid A Adjuvant, SB 580299 



!3-Dec-2005 No 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like 
Particle (recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) 
Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Protocol 



!4-Dec-2005 No 



GSK Correspondence 



BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 



20-Dec-2005 No 
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Serial No.: 022! 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .: 0168 


20-Dec-2005 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0167 


20-Dec-2005 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigator and R 


20-Dec-2005 


No 


GSK Correspondence 


ddIINU /7/U; Human papillomavirus lype loano lype io virus uKerdniue^reujiiiuiiidiiiLi, jpuuupiciuiiugi(jtiud 
and Trichoplusia ni cells) Vaccine with Alum and 3 D-Monophosphory 1 Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0171 


2l-Dec-2005 


No 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical; FDA's 


29-Dec-2005 


No 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical 


29-Dec-2005 


No 
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BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0172 


29-Dec-2005 


No 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Requested Clarificatio 


12-Jan-2006 


No 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Clinical, Protocol; Addend 


Wan.2006 


No 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical; Sample 


l9-Jan-2006 


No 


GSK Correspondence 


RRfMn 7Q9(1' Human Pnnillnmavinis Tvne 1 6 and Tvne 1 8 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Sample I 


I9-Jan«2006 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like 
Particle (recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) 
Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical, Supplementa 


23-Jan-2006 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda • 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
I5-Dav ADR Report: Initial 
Serial No -0176 


24-Jan-2006 


No 
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BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:0I75 


24-Jan-2006 


No 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Clinical; Sample Informed 


25-Jan-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Amendment: Other: Schedule for a Rolling B 


30-Jan-2006 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
■ Serial No.: 0180 


03-Feb-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0179 


03-Feb-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0178 


03-Feb-2006 


No 
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BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up ■ 
Serial No.: 0181 



07-Feb-2006 No 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda !4-Feb-2006 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No .:0184 



GSK Correspondence 



BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0224 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



!4-Feb-2006 No 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Revised Informed Conse 



l4-Feb-2006 Yes 



FDA Telephone 
Conversation 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 15-Feb-2006 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Safety; Discussio 



GSK Correspondence 



BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0226 

BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



l7-Feb-2006 No 



GSK Correspondence 



BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No .:0225 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 



l7-Feb-2006 No 



whitmmOO 



Page: 48 of 228 



12/1 1/2009 9:35:09 AM 



Regulatory Affairs 
CARDS 



View Manager Brief Report 



Communication Type Seq No 


Re Line 


Date / 


Vttachments? 


and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiper 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Details 


da 20-Feb-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0227 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiper 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


23-Feb-2006 

da 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugipei 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0187 


■da 23-Feb-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0228 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugipei 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


24-Feb-2006 

rda 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical ; Two Repo 


28-Feb-2006 


Yes 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugipe 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0194 


rda Ol-Mar-2006 


No 


whitmmOO 


Page: 49 of 228 


12/1 1/2009 9:35:09 AM 



Regulatory Affairs 
CARDS 
View Manager Brief Report 



Communication Type SeqNo Mine ■ Date Atlacr 

GSK Correspondence BBFND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda OI-Mar-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0193 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 

Serial No.: 0229 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle 

(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Meeting Request; T 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 

Serial No.: 0230 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 08-Mar-2006 Yes 

(recombinant L 1 ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Change in Authori 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) IO-Mar-2006 No 

Serial No.: 0231 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



FDA FAX/E-mail BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l3-Mar-2006 Yes 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
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General Memorandum: Meeting Agenda or Details 



GSK Telephone 
Conversation 



BBIND 12107; Fluarix™ (Intramuscular Influenza Split Virus Vaccine, Trivalent, Types A & B) !6-Mar-2006 No 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda !6-Mar-2006 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0199 



GSK Correspondence 



BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0232 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



16-Mar-2006 No 



GSK FAX/E-mail 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda !7-Mar-2006 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum; Cervarix Press Release 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Invest 



l7-Mar-2006 Yes 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Investigator Documenta 



l7-Mar-2006 Yes 
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BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0233 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


23-Mar-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No .: 0202 


23-Mar-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0205 


27-Mar-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No -0234 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


27-Mar-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ,:0206 


28-Mar-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Briefing Document for S 


31-Mar-2006 


No 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 03 ' A P r - 2t 

Serial No.: 0237 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No .: 0236 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


03-Apr-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0238 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


04-Apr-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Plans for Addition 


05-Apr-2006 


No 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Efficac 


06-Apr-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-MonophosphoryI Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0212 


06-Apr-2006 


No 


FDA Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperdf 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Effic 


i 07-Apr-2006 


No 
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GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Meeting Agenda or Deta 


07-Apr-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0239 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


07-Apr-2006 


No 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Discussion of the Imp 


ll-Apr-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ■ 0216 


l4-Apr-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0215 


l4-Apr-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0241 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


l4-Apr-2006 


No 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 

Serial No.: 0242 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 
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GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference; Question on Cellular F 


21-Apr-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Investi 


24-Apr-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Protocol HPV-018 
Se 


24-Apr-2006 


No 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Attendee List for 


28-Apr-2006 


No 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni alls) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: CMC, Meeting Agenda or pet 


28-Apr-2006 


No 


GSK Trip Report 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphory! Lipid A Adjuvant, SB 580299 
Type: Pre-BLA Meeting Minutes 


OI-May-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 


Ol-May-2006 


No 
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' " ~ Serial No.: 0221 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) Ol-May-2006 No 

Serial No.: 0245 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 03-May-2006 No 

Serial No.: 0247 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 04-May-2006 No 

(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Revised investigator D 



FDA FAX/E-maii BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 08-May-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Details; 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 10-May>2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0225 



GSK Correspondence ' BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda IO-May-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0224 
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BBWD 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 _ 
Protocol Amendment: Protocol 580299/016 ( 


!5-May-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0230 


16-May-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .: 0229 


16-May-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0250 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


l6-May-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No ,:0249 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


l6-May-2006 


No 


run IcIcpilUIIC 

Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 . 
General Teleconference - Tradename, SAS codes, 


19-May-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


22-May-2006 


No 
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Protocol Amendment: New and Revised Invest 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:0232 


23-May-2006 


No 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum; May 1, 2006 PreBLA Meeting 


24-May-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: May 1, 2006 PreBLA 


24-May-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 
Serial No ,:0253 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


24-May-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0252 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


24-May-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0254 , 
BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


26-May-2006 


No 
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BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .: 0236 


26-May-2006 


No 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophospnoryl Lipid A Adjuvant, hti mm 
7-Day Safety Report 


26-May-2006 


No 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


26-May-2006 


No 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3u-Monopnosphoryl Lipid A Adjuvant, mm 
7-Day Safety Report 


26-May-2006 


No 


FDA Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophospnoryl Lipid A Adjuvant, 380/99 
Minutes of May 1, 2006 Pre-BLA Meeting 


31-May-2006 


No 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


3l-May-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: CMC; Proposed Manu 


3l-May-2006 


No 
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GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 06-Jun-2006 No 

Serial No .: 0255 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Jun-2006 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0243 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Jun-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0242 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Jun-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0241 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 06-Jun-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3 D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0240 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Jun-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0239 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 08-Jun-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
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General Correspondence: Additional Authorized 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Jun-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No .:0247 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Jun-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .:0246 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 

(recombinant L 1 ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Pre-BLA Meeting Min 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 

Serial No.: 0259 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia nl cells) Vaccine with Alum and 3D-M 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) l4-Jun-2006 No 

Serial No.: 0258 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 

Serial No.: 0260 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 
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BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0253 


!5-Jun-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0252 


l5-Jun-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0251 


15-Jun-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0256 


I6-Jun-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0255 


!6-Jun-2006 


No 


GSK Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Statistical: Provision 


11 1... "i(\t\L 

22-Jun-200o 


NO 


FDA Telephone 
Conversation 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


26-Jun-2006 


No 
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BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0258 


27-Jun-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0262 . 
BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
' and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


27-Jun-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0262 


28-Jun-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0261 


28-Jun-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0260 


28-Jun-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 

Serial No.: 0263 c J , . . 
BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


28-Jun-2006 


No 
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FDA Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 03-Jul-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: FDA's Position on Fas 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 03-Jul-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ,:0264 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 

Serial No.: 0264 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 05-Jul-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0268 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 05-Jul-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:0267 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 05-Jul-2006 No 

Serial No.: 0266 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 05-Jul-2006 No 

Serial No.: 0265 
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BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Other; Reques 


07-Jul-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Minutes of Jun 22, 2006 Teleconference 
Serial 


07-Jul-2006 


No 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Details 


08.Jul.2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No .: 0270 


IO-Jul-2006 


No 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Details 


ll-Jul-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0268 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


ll-Jul-2006 


No 
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BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 
Serial No -0267 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptcra frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


ll-Jul-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 

with Alum and TD.Mnnnnhnsnlinrvl I inirl A Adiuvant SB 580299 

Willi AIUII1 allU jU •iVIUiIUUuUjUIiUI VI LlfJlU n nujuvuui, jvvt./ / 

Protocol Amendment: Revised Investig 


ll-Jul-2006 


No 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
anH Trirhnnlncifl ni rAk\ Varrinp with Alum and SD-Mononhosohorvl Lipid A Adiuvant, SB 580299 

antl 1 ricnopiliMd in lciijI vdLiinc wilh Alum uiiu ju iTiuiivpnvtjpnui^ i uipiu 1 1 * iv*j**wiiv, w w 

General Memorandum: List of Meeting Participan 


IWul-2006 


No 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
fipnpral Memorandum* Meeting Aeenda or Details: 


13-Jul-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .:0274 


l3-Jul-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0277 


I4-Jul-2006 


No 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l4-Jul-2006 

v mA Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Follow-up 
Serial No.: 0276 
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BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0269 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



l4-Jul-2006 No 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda IMul-2006 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0279 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 18-Jul-2006 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0278 



GSK FAX/E-mail 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 2Uul-2Q06 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Details Regar 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up / 
Serial No.: 0283 



24-Jul-2006 No 



GSK Correspondence 



BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0272 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



24-Jul-2006 No 



GSK Correspondence 



BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 



24-Jul-2006 No 
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Serial No.: 0271 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0270 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


24-Jul-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Nonclinical (BLA Noncli 


31-Jul-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0289 


OI-Aug-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 

C ■ 1 \t. Mil 

Sena! No.: 0276 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


OI-Aug-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 1 75)) 
Serial No.: 0275 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


OI-Aug-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No,: 0274 

BBIND 7920; Human Papillomavirus Type 1 6 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


OI-Aug-2006 


No 
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GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0273 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


OI-Aug-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Protocol (HPV-018 


02-Aug-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 1 75)) 
Serial No.: 0277 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


07-Aug-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0292 


07-Aug-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0291 


07-Aug-2006 


No 



BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 09-Aug-2006 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Minutes of Jul 12, 2006 Teleconference 
Serial 



whitmmOO 



Page: 69 of 228 



12/1 1/2009 9:35:09 AM 



Regulatory Affairs 
CARDS 
View Manager Brief Report 




Re Line 


Date Attachments? 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0281 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


I5-Aug-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0280 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


I5-Aug-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0295 


15-Aug-2006 


No 


FDA Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comments Regarding the Apr 24, 2006 Submission 


!7-Aug-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No,: 0283 . 
BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


l8-Aug-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0300 


22-Aug-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 

Serial No ,:0286 j f . . 
BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 


22-Aug-2006 


No 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiper 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0301 


At T5 Ann Iflflfi 

oa zj-Aug-iUuo 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiper 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0304 


da 28-Aug-zOUb 


Ma 

NO 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0288 . . 
BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera rrugipei 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


28-Aug-2006 


No 




■da 




GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0287 

BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera rrugipe 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


iO-AUg-iUUO 


No 




rda 




GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised In 


31-Aug-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 

Serial No.: 0289 ,.,,«. j t. ■ 
BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera trugipc 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


Ol-Sep-2006 


No 




:rda 
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GSK Correspondence 


RRrwn 7Q?n- Human PanillnmavinK Tvnp 16 and Tvne 18 Virus Like Particle (recombinant LI - Soodootera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No "0307 


OI-Sep-2006 


No 


GSK Correspondence 


BIjIInU /7iU, Human rapmomavirus type 10 anu lype 10 virus liivc rdiuuc 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Revised Investigator Do 


OI-Sep-2006 


No 


GSK Correspondence 


nniwn nfifl- U-wrivifl ^Hpnatitic A Varrinp Inarrivatpd Strain 

ddIINU jZUU, riavrixw ^nepauus m vdiune, indiuvdicu \juai\\ nmiuj) 
Serial No "0290 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


06-Sep-2006 


No 


GSK Correspondence 


RRDJn WH- Human PanillnmaviriK Tvnp \(\ and Tvne Ik Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) 
Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol, CI 


07-Sep-2006 


No 


GSK Correspondence 


RRiwn 7Q?n- Human PanillnmaviriK Tvnp 16 and Tvne 18 Virus 1 ike Particle (recombinant LI' SoodoDtera fhiEioerda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0316 


08-Sep-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0293 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


08-Sep-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 


08-Sep-2006 


No 
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Serial No.: 0292- 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0313 


08-Sep-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
anH TrirhnnliKia ni rplk) Varrine with Alum and 3D-MonoDhosohorvl Lipid A Adjuvant, SB 580299 

dull 1 riUlUUlUMu 111 LCIIjJ V aClaiiv vviui mum tuiu ju mvnuynv/jpuvij* uij/im iw|n-«iivj 

15-Day ADR Report: Follow-up 
Serial No.: 0312 


08-Sep-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical, Study Reports 


08-Sep-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, bb wivy 

K fW AnP Qpnnrt' Initial 

Serial No.: 0317 


ll-Sep-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: initial 
Serial No.: 0318 


!2-Sep-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3 D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Proposed HPV-008 Revis 


12-Sep-2006 


No 
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BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Other; Volume 18 From Seri 


l4-Sep-2006 


No 


FDA FAX/E-mail 


. BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Inclusion of None 


!5-Sep-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0295 

BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


18-Sep-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0294 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


l8-Sep-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0321 


l8-Sep-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0320 


18-Sep-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphory! Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 


20-Sep-2006 


No 
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Serial No.: 0324 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 25-Sep-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3 D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0325 



GS K Telephone BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 27-Sep-2006 No 

Conversation and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

General Teleconference: Other, Statistical 

Re 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 

(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Revised Investigator Do 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Oct-2006 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0327 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 10-Oct-2006 No 

. (recombinant L I ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigator Documen 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 

Serial No.: 0297 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 
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GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda . 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment; Clinical, Statistical 


I6-Oct-2006 


No 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Cervarix Addition 


I8-Oct-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol. Clinic 


I9-Oct-2006 


No 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Advanced Copy of Slide Pre 


24-Oct-2006 


No 


GSK Correspondence 


RRrvin 7QM Human P^nillnmnvinic Tvne 16 and Tvne 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0332 


24-Oct-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0298 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


27-Oct-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0336 


30-Oct-2006 


No 
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GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0299 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


JU-UCKUUO 




GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Revised Investigate 


30-Oct-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol, Clinic 


Ol-Nov-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0300 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


UO-INOV-ZUUO 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0338 




No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0301 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


07-Nov-2006 


No 


GSK FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 


IO-Nov-2006 


No 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Request to Sort Ou 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0347 


I3-Nov-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0346 


I3-Nov-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0345 


I3-Nov-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day AUK Report, initial 
Serial No.: 0344 


13-Nov-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0304 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


I3-Nov-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 
Serial No.: 0303 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


13-Nov-2006 


No 
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BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0302 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



I3-Nov-2006 No 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant SB 580299 
General Correspondence: Addition to Author 



I7-Nov-2006 No 



GSK Correspondence 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Invest 



2I.Nov-2006 No 



GSK Telephone 
Conversation 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 22-Nov-2006 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 



GSK Correspondence 



BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0307 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



27-Nov-2006 No 



GSK Correspondence 



BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0306 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



27-Nov-2006 No 



GSK Correspondence 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryi Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0353 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0352 


27-Nov-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0351 


27-Nov-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Annual Report Covering the Period From Sep 8. 


27-Nov-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 

j t ' 1 1...:. _! „„1l/,\ \l*™',nr. until Alum on/) 1 H \li nnnn\mcn\\nr\l\ 1 iniH A AfllllVflnt >R iRfl /QQ 

and 1 ricnoplusia ni cells) Vaccine witn Alum ana JD-Monopnospnoryi upiu a mijuvdiu, jd jovm 
15-Day ADR Report: Follow-up 
Serial No.: 0357 


28-Nov-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0356 


28-Nov-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0310 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


04-Dec-2006 


No 
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GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 04-Dec-2006 No 

Serial No.: 0309 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 04-Dec-2006 No 

Serial No.: 0308 

BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 08-Dec-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0366 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 08-Dec-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No,: 0365 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 08-Dec-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0364 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 08-Dec-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ,:0363 
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BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Protocol, Clinical, Sa 


08-Dec-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3 D-Monophospnory 1 Lipid A Adjuvant, bo jouzyv 
Protocol Amendment: Revised Investigat 


08-Dec-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment:New and Revised Investigato 


l2-Dec-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No ,:0311 

BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


I3-Dec-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0369 


H-Dec-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0371 


l8-Dec-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphory! Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:0370 


18-Dec-2006 


No 
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GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) !9-Dec-2006 No 

Serial No.: 0312 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda ZI-Deo-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No .:0379 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 2l-Dec-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0378 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 21-Dec-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0377 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 2I-Dec-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0376 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 21-Dec-2006 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0375 
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BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphory] Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 

Sprifll Mn ■ 0174 


21-Dec-2006 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ■ 0373 


2l-Dec-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0314 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


22-Dec-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0315 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


28-Dec-2006 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0316 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


05-Jan-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Investi 


12-Jan-2007 


No 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 17-Jan-2007 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
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15-Day ADR Report: Initial 
Serial No.: 0385 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ■ 0384 


17-Jan-2007 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0318 

BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


I9-Jan-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3 D-Monophosphory 1 Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigator Docume 


19-Jan-2007 


No 


GSK Telephone 
Conversation 


DDixin Unman Pmillnmivinic Tvnp \(\ m(\ TW 18 VinK I ikp Particle (recombinant LI" Soodontera frtiEioerda 

DulINU l"L\). nUnidn rdpillUIIldVlIU!) 'jpc IUuIIU '0 »1IU3 WAS i oiuwi< ^iLWjmumiuH bi, upuuupviu uujji^viuu 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


25-Jan-2007 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0319 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


29-Jan-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0391 


29-Jan-2007 


No 
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GSK Correspondence 


Doixm 7QifY Hum™ Panillnmpuinic TW Ifi and Tvne 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0390 


29-Jan-2007 


No 


GSK Correspondence 


nnrun mm. u,. mnn D/mllLm-mime Tw 1A tnrl Tvnp 18 Vims 1 ikp Parlirlp (rpenmhinant I 1' Soodootera frudDerda 

ddIND /"iUj Human "apinomavirus lype 10 ano. iype 10 virus ukc rmuuc ^cuniiuuiaiu ^ » ; jpuuvpiwm "«6'k»uu 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0389 


29-Jan-2007 


No 


GSK Correspondence 


DDixtn ia-u\- u,imin Doniiinm-ivinio Tvnp In" nnH Tvnp 18 Vini« 1 ikp Particle (recombinant LI: Soodootera frueiperda 
oblNU //ZU Human rapiiiomdviru!) iypc t o aiiu ivpc 10 vims LiMiaitn,i^.^ivwuiiiuinumui,u[/vuv(/ivii... 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Initial 

Serial No.: 0388 


29-Jan-2007 


No 


GSK Correspondence 


nnrwn TQin- Human PanillnmavinK Tvnp 16 and Tvne 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0393 


3l-Jan-2007 


No 


GSK Correspondence 


nnam iain- u.,m«< Dmiiinmn/imc Tvnp lfi anH Tvnp 1 8 Vim? 1 ikp Particle (recombinant LI ' Soodootera frueiperda 
ddINL) /7ZU Human rapmomavirus type to anu iypc io vnus utx, raiunt la^urnumum ^^vuupiviu nw 0 v 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

IS.Dav ADR Rpnnrt' Follow-un 

Serial No.: 0394 


05-Feb-2007 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0320 . . 
BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


06-Feb-2007 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 


07-Feb-2007 


No 
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Serial No .: 0321 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0400 


08-Feb-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

K T\m AHR Rennrt' Ffillnw-nn 

Serial No.: 0399 


08-Feb-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0398 


08-Feb-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus lype 16 and lype 18 Virus UKe rarocie ^recomDinam u, apuuupicra uugipw 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0397 


08-Feb-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Investi 


09-Feb-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 


13-Feb-2007 


No 
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Serial No.: 0404 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fhigiperda 13-Feb-2007 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0403 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fhigiperda 13-Feb-2007 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0402 



GSK FAX/E-mail 



BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fhigiperda I9-Feb-2007 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Clinical, Other, Protocol 



GSK Correspondence 



BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0323 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



l9-Feb-2007 No 



GSK Correspondence 



BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0322 

BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



l9-Feb-2007 No 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 1 75)) 

Serial No.: 0324 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 
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BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant L 1 ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigator Docum 


22-Feb-2007 


No 


GSK FAX/E-mail 


' BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Other 


25-Feb-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol 107682 


OI-Mar-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0412 


05-Mar-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0411 


05-Mar-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monopnospnoryl Lipid A Adjuvant, Sb mm 

K Anfi Rpnnrt- Fnllnw-nn 
u-Udy ftui\ ixcpuii. runuw-u|j 

Serial No.: 0410 


05-Mar-2007 


No 


FDA Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Other 


i 06-Mar-2007 


No 
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BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0415 


06-Mar-2U07 


VI. 

NO 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0414 


06-Mar-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:04I3 


Oo-Mar-2007 


No 


GSK Correspondence 


BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0326 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 


07-Mar-2UU7 


NO 


GSK Correspondence 


DDixin Tom. tinman DnnHintnivime Tvnp ]fi onH Tunp 18 Vimc 1 ilfp Partirlp frpiYimhinant 1 1' Snodontera fiwiDerda 
ddINU /VZU; Human papillomavirus lype 10 anu iype 10 virui liivc rdiuuc ^ciuinuuiam li, jpuwpiuu nugipuwu 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Follow-up 

Serial No.: 0417 


07-Mar-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine with 
Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Investigator Termi 


07-Mar-2007 


No 
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GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Clinical, 0 


09-Mar-2007 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3 D-Monophosphory 1 Lipid A Adjuvant, SB 580299 
Comment/Information Request: Other, Meeting 


09-Mar-2007 


No 


FDA FAX/E-mail 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Other ■ BLA Proposal 


09-Mar-2007 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3 D-Monophosphory 1 Lipid A Adjuvant, SB 580299 
General Memorandum: Other, Protocol, Safety, 


09-Mar-2007 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Teleconference: Clinical, Other, Pro 


12-Mar-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 

nnA Tr!nUA«lnpin ni rMjIlt^ \/i(v«ino unth Alum tnA in.Mnnnnlwciihnrvl I iniH A AnlllVflllt >n isll/QQ 

ano I ncnopiusia ni ceiisj vaccine wnn Aium dnu jlmviojiuuiiu!>[jiiui)i upiu n nujuvain, ju 
15-Day ADR Report: Follow-up 
Serial No.: 0421 


!2-Mar-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0420 


12-Mar-2007 


No 
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BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0327 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



12-Mar-2007 No 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 1 75)) 

Serial No.: 0328 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda I3-Mar-2007 No 

and Trichoplusia ni cells) Vaccine with Alum and 3 D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0423 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 1 6 and Type 1 8 Virus Like Particle (recombinant L 1 ; Spodoptera frugiperda l3-Mar-2007 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
' Serial No .:0422 



GSK Correspondence BBIND 3200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 

Serial No.: 0329 

BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-M 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l5-Mar-2007 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No -0426 



GSK Correspondence BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 15-Mar-2007 No 

(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 



... An p a ™. <n nf m 



12/1 1/2009 9:35:09 AM 



Regulatory Affairs 
CARDS 



View Manager Brief Report 



Communication Type Seq No 


Re Line 


Date Attachments? 


with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Investig 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Cpriai Wo • fl4io 

OCl lai nu,. ihjv 


22-Mar-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 

•sprial Nn ' 0479 


22-Mar-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0428 


22-Mar-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical; HPV-009 A 


23-Mar-2007 


No 


GSK Correspondence 


BBIND 7920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 0433 


26-Mar-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperdz 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoiyl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol Clin 


i 26-Mar-2007 


No 
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BBIND 007920; Human Papillomavirus Type 1 6 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 


30-Mar-2007 


No 


GSK Correspondence 


RRtWn fiftt?fifV Havrivffl Mpnatitis A Varrinp Inactivated Strain HM17W 

DDlINU UUjZUU, navriXyy ^ncpdlUlb rt VdlllllC, UldUlvdlCU ^JUolu nm i ijj) 

Serial No.: 0330 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


30-Mar-2007 


No 


GSK Correspondence 


RRrMn fifl7Q?fi' Human PanillnmavinK Tvnp 1 and Tvne 1 It Virus I ike Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

Protocol Amendment: Revised Investiga 


04-Apr-2007 


No 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0331 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


09-Apr-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0438 


IO-Apr-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l8-Apr-2007 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle 


l8-Apr-2007 


No 
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(recombinant LI; Spodoptera frugiperda and Trichoplusiani cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Inves 


GSK FAX/E-mail 


BBFND 007920; Human Papillomavirus Type 1 6 and Type 1 8 Virus Like Particle (recombinant L 1 ; Spodoptera frugiperda 25-Apr-2007 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment; Clinical, P 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 25-Apr-2007 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Proto 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 25-Apr-2007 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine with 
Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Inve 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 30-Apr-2007 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Other 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda OI-May-2007 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .: 0442 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 03-May-2007 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Clinical, Protocol - May 


No 
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GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 16-May-2007 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0443 



FDA FAX/E-mail 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Stati 



17-May-2007 No 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Revised Investigator 



18-May-2007 No 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l8-May-2007 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Other 
Additional In 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 23-May-2007 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant L I ; Spodoptera frugiperda 23-May-2007 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 24-May-2007 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
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Serial No.: 0448 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 05-Jun-2007 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Jun-2007 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Jun-2007 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0451 



GSK Correspondence BBIND 007920; Human Papillomavirus Type !6andType 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Jun-2007 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0450 



GSK Correspondence BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 08-Jun-2007 No 

Serial No.: 0332 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 08-Jun-2007 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 
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ujnesponQence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphory! Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 


08-Jun-2007 


No 


GSK Correspondence 


nWXin flfmftfl- Havrivdi) ^Hpnatitie A Varrinp Inactivated f Strain HMI751) 

Serial No.: 0336 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


I2-Jun-2007 


No 


GSK Correspondence 


nniXin flflTJAft' UavrivlSl (Mpnatitic A Varvinp InartivatpH ^strain HMI7^ 
ddiinu uujzuu, navnxuy ^nepaiius n vdiuiic, nidwivdicu ^uam umi ujj 

Serial No.: 0335 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


I2-Jun-2007 


No 


ujn Lorresponuenu: 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0334 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


I2-Jun-2007 


No 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0333 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


!2-Jun-2007 


No 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0337 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


15-Jun-2007 


No 


GSK Telephone 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 


03-Jul-2007 


No 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 






GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0462 


10-Jul-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 


IO-Jul-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Inves 


l7-Jul-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 


20-Jul-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical, Safety 


20-Jul-2007 


No 


FDA FAX/E-mail 


STN: BL 1 25259; Cervarix 
US License No. 0000 

Comment/Information Request: Clinical, Protocol, Safety - Pregnancy Outcomes and MPL Adverse Events 


26-Jul-2007 


No 
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BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fr 



GSK Correspondence BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 

Serial No.: 0340 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 



GSK Correspondence BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 

Serial No.: 0339 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 



GSK Correspondence BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 

Serial No.: 0338 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 3l-Jul-2007 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0471 



GSK Correspondence BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 3l-Jul-2007 No 

Serial No.: 0342 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 



GSK Correspondence BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 

Serial No.: 0341 

BBIND 007920: Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant U; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 
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BBfND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
BBIND 005505; Herpes Simplex Type 2 Virus (R 


02-Aug-2007 


No 


FDA Correspondence 


BBIND 005505; Herpes Simplex Type 2 Virus (Recombinant gD2t; CHO cells) 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl 


03-Aug-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like 
Particle (recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) 
Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Additional Author 


08-Aug-2007 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
BBIND 005505; Herpes Simplex Type 2 Virus (R 


09-Aug-2007 


No 


rDA rAX/b-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Aug-2007 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
BBIND 005505; Herpes Simplex Type 2 Virus (R 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like 
Particle (recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) 
Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical 
Serial 


13-Aug-2007 


No 


GSK FAX/E-mail 


BBIND 005505; Herpes Simplex Type 2 Virus (Recombinant gD2t; CHO cells) 

BBIND 0105 14; RTS,S/AS02A malaria vaccine [RTS.S recombinant antigen adjuvanted to AS02A] 

BBIND 012100; Human Papillomavirus Type 16, Type 18, Type 31 and Type 45 Virus Like Particl 


16-Aug-2007 


No 
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FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugi 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
BBIND 005505; Herpes Simplex Type 2 Virus (R 


perda 16-Aug-2007 


No 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0345 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugi 
and Trichoplusia ni cells) Vaccine with Alum and 


l6-Aug-2007 

iperda 


Ma 

NO 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda l7-Aug-2007 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Clinical 
IB and IC 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frug 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 


iperda 22-Aug-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frug 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 


iperda 23-Aug-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine with 
Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical, Safety: 


27-Aug-2007 


No 



GSK Correspondence 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0479 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0480 


30-Aug-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 


05-Sep-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 


05-Sep-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 07-Sep-2007 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Protocol, Clinical 


No 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 
Serial No.: 0346 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


IO-Sep-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol 10893 


I0-Sep-2007 


No 
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FDA FAX/E-mail 



STN: BL 1 25259; Cervarix 
US License No. 0000 

Comment/Information Request: Clinical, CMC, Other ■ VRBPAC; IC/IB Language 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
• and Trichoplusia 



l-Sep-2007 No 



GSK FAX/E-mail 



STN: BL 125259; Cervarix ll-Sep-2007 No 

US License No. 0000 

General Memorandum: Clinical, Other - VRBPAC and Request for Technical Presentation 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Tri 



GSK FAX/E-mail 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 12-Sep-2007 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Clinical, C 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l2-Sep-2007 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 17-Sep-2007 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0487 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda !9-Sep-2007 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0488 
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FDA FAX/E-mail 


STN: BL 125259; Cervarix 
US License No. 0000 

Comment/Information Request: Clinical • Unblinded Treatment Assignments and Clinical Narratives 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugi 


20-Sep-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:04 


21-Sep-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0490 


24-Sep-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 


25-Sep-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 25-Sep-2007 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
BBIND 012100; Human Papillomavirus. Type 16, 


26-Sep-2007 


No 
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FDA FAX/E-mail BBIND 012100; Human Papillomavirus Type 16, Type 18,Type3l and Type 45 Virus Like Particle (recombinant LI; 26-Sep-2007 No 
Trichoplusia ni cells) Vaccine with Alum and 3-O-Deacylated Monophosphoryl Lipid A Adjuvant 
BBIND 007920; Human Papillomavirus Type 16 and Type 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 28-Sep-2007 No 

(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Response to Inform 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda OI-Oct-2007 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
1 5-Day ADR Report: Initial 
Serial No.: 0494 



GSK FAX/E-mail STN: BL 1 25259; Cervarix 04-Oct-2007 No 

US License No. 0000 

Response to FDA Request/Comment: Statistical - Detailed Description of Test Statistics used for Testing the Homogeneity 
of Odds Ratios 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Part 



FDA FAX/E-mail STN: BL 125259; Cervarix 04-Oct-2007 No 

US License No. 0000 

Comment/Information Request: Statistical - Detailed Description of Test Statistics used for Testing the Homogeneity of 
Odds Ratios 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 



GSK FAX/E-mail STN: BL 125259; Cervarix 04-Oct-2007 No 

US License No. 0000 

Response to FDA Request/Comment: Statistical • GSK Response to Homogeneity Testing Comment 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
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GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 

1 rnrnmW<r\<ini I !• QnnHnntpro fniflinfMvta unH TriphnnliKia ni ppllcl ViMYtnp with 
^ICUHliUllidlll LI, opuUUpiCIa HUgipciUa aim 1 MUlupiUSIo in Kt.uo) » aw<ins vviui 

Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Clinical 
GSK Not 


05-Oct-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 


I0-Oct-2007 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Other - AC1P Presentatio 


I6-Oct-2007 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Other • ACIP Pr 


16-Oct-2007 


No 


GSK Correspondence 


RRfMn flA7QM Human PanillnmavinK Tvne 16 and Tvne 18 Virus Like Particle (recombinant LI' SoodODtera frueioerda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
aerial mo.. iw 


23-Oct-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and revised Inves 


25-Oct-2007 


No 


GSK Correspondence 


BBIND 003200: Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0348 


26-Oct-2007 


No 
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BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0347 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


26-Oct-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI ; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


26-Oct-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Vims Like Particle (recombinant LI ; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 04 


26-Oct-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI ; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Protocol, Clinical, 


30-Oct-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol, Clin 


Ol-Nov-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .:0505 


06-Nov-2007 


No 
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BBIND 007920: Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 08-Nov-2007 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0506 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Nov-2007 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Additional Authorize 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0508 



15-Nov-2007 No 



GSK Correspondence 



BBIND 007920: Human Papillomavirus Type 1 6 and Type 1 8 Virus Like Particle (recombinant L I ; Spodoptera frugiperda 26-Nov-2007 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0509 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 04-Dec-2007 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 04-Dec-2007 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0510 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 



05-Dec-2007 No 
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Protocol Amendment: New and Revised Invest 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Annual Report Covering Period Sep 8, 2006 Th 


05-Dec-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
■ Serial No ,:0515 


07-Dec-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigator 
Serial 


07-Dec-2007 


No 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No ■ 0352 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


ll-Dec-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol (HPV- 


12-Dec-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


l3-Dec-2007 


No 
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BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
serial ino,. uj 


H-Dec-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
I >Day auk. Kepon. ronow-up 
Serial No.: 05 


14-Dec-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical, Statistical 


19-Dec-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
benai inc. ujZ4 


20-Dec-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 

Cari.il Mn • 

benai no.. Uj 


20-Dec-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


20-Dec-2007 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 


27-Dec-2007 


No 
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Serial No.: 05 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 27-Dec-2007 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0525 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda I7-Jan-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 



GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


18-Jan-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 


21-Jan-2008 


No 


and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 








15-Day ADR Report: Follow-up 








Serial No.: 05 






GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


21-Jan-2008 


No 



GSK Telephone BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 22-Jan-2008 

Conversation and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

7-Day Safety Report 
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BB1ND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 24-Jan-2008 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
1 5-Day ADR Report: Initial 
Serial No.: 0532 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 1 6 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 24-Jan-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.:0531 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 30-Jan-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 30-Jan-2008 No 

(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine with 
Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Invest 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda OI-Feb-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol, Clin 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Feb-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ,:0537 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Feb-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
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Serial No.: 05 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


07-Feb-2008 


No 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0353 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


12-Feb-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


l8-Feb-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


20-Feb-2008 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Stati 


25-Feb-2008 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Stati 


25-Feb-2008 


No 
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BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


25-Feb-2008 


No 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0354 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


25-Feb-2008 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Other • Courtesy Submiss 


26-Feb-2008 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Other ■ Courtesy Submiss 


26-Feb-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0544 


26-Feb-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
oeridi no.. uj4j 


29-Feb-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 . 
Protocol Amendment: Revised Investigator 


05-Mar-2008 


No 
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GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Mar-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0547 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda IO-Mar-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0550 



GSK Correspondence BBIND 007920: Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 10-Mar-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-MonophosphoryI Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0549 



GSK Correspondence BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 

Serial No.: 0355 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 14-Mar-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda l4-Mar-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0552 
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BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0356 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


H-Mar-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphory! Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:05 


21-Mar-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


21-Mar-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0554 


21-Mar-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0557 


24-Mar-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


26-Mar-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


26-Mar-2008 


No 
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15-Day ADR Report: Initial 
Serial No.: 0558 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


28-Mar-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


Ol-Apr-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


03-Apr-2008 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

7JW Izfetv Rpnnrt 

I'va) odieiy ixcpuii 


03-Apr-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment HPV-010: 


04-Apr-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0565 ' 


H-Apr-2008 


No 
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GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0564 


I4-Apr-2008 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Clinical, Other, Protoco 


l5-Apr-2008 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Other - Upcomin 


I5-Apr-2008 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Proto 


l6-Apr-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol HPV-0 


18-Apr-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine with 
Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Inve 


18-Apr-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 2I-Apr-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:05 


No 
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BB1MD 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 21-Apr-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:05 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 21-Apr-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0568 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI ; Spodoptera frugiperda 2l-Apr-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Statistical 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 25-Apr-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 25-Apr-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 25-Apr-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


No 



GSK Correspondence 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0578 


29-Apr-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .:0577 


29-Apr-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


Ol-May-2008 


No 


GSK Correspondence 


ddIInU UU/VzU, Human papillomavirus lype loano lype io virub uKerdiuuc^eujiiiuiiidiuLi, oyuuuyiua nugijjuua 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monbphosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0581 


07-May-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0580 


OWvlay-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 


09-May-2008 


No 
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Serial No.: 0584 






GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type IS Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:05 


09-May-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


09-May-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 


!3-May-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0585 


13-May-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophospnoryl Lipid A Adjuvant, miyy 
Protocol Amendment: New and Revised Inves 


l6-May-2008 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Clinical, Efficacy, Othe 


!8-May-2008 


No 
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GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l9-May-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphory! Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0588 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 20-May-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 20-May-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 20-May-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 20-May-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0589 



GSK Correspondence BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 21-May-2008 

Serial No.: 0357 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 2l-May-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
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General Correspondence: Proposal to Revise t 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 27-May-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 28-May-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 



GSK Correspondence BBIND 007920;'Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 30-May-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 05 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 30-May-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ,:0597 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 05-Jun-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 



GSK Correspondence BBIND 007920; Human Papillomavirus Type l6andType 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 05-Jun-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 
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BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0599 




No 


CSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 


lfl.liin.9f)flR 

iv jun-iuuo 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0602 


IO-Jun-2008 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Safet 


12-Jun-2008 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Clinical, E 


12-Jun-2008 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Effic 


I2-Jun-2008 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Clinical, Efficacy, Prot 


l2-Jun-2008 


No 
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FDA Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphory! Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Safet 


I2-Jun-2008 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Eflic 


l2-Jun-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle 
(recombinant LI ; Spodoptera frugiperda and Trichoplusia ni cells) Vaccine 
with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Revised Investigator 


!2-Jun-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comments (HPV-023 an 


l3-Jun-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 


IU"JUIl-iUUO 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No .:06 


I6-Jun-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 


I6-Jun»2008 


No 
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Serial No.: 06 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0608 


16-Jun-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .:0607 


l6-Jun-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0606 


I6-Jun-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0615 


!8-Jun-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ,:0614 


l8-Jun-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 


I8-Jun-2008 


No 
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BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells). Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
oeridi ino.. uo 


l8-Jun-2008 


No 


FDA FAX/E-mail 


STN: BL 125259; Cervarix 
US License No. 0000 
Comment/Information Request 

f)anarn\ Morrmrin/'ltim' Mpptinfr A fTAn/ta f\T HptftllC 

uCncrai McrnoranauTTi . iviceung Agenudur ucuun 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia 


19-Jun-2008 


No 


ujI\ lorTespondence 


RRrwn flfnOM Human Panillnmavinis Tvne 16 and Tvne 18 Vims 1 ike Particle (recombinant LI ' SoodoDtera frueioerda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:06 


23-Jun-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 


23-Jun-2008 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Effic 


26-Jun-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .:06I9 


26-Jun-2008 


No 
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GSK Correspondence BBIND 007920; Human Papillomavirus Type 1 6 and Type 1 8 Virus Like Particle (recombinant L 1 ; Spodoptera fmgiperda 26-Jun-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 27-Jun-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0625 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 27-Jun-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 27-Jun-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 27-Jun-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 27-Jun-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 27-Jun-2008 No 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Change of the Primar 


30-Jun-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0627 


03-Jul-2008 


No 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0358 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


08-Jul-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 

T.:„L/»_l.i n ;n n i i>a\\A A/oonino iirith Alum mA Tn.Mnnnnlincnhnrvl I iniH A AnlllVflflt SR iXll/77 

and 1 ncnoplusia ni ceils) vaccine wiin Aium dnu ju-iviuiwpnu:>piiui)'i upw ™ nujuvmu, ju jqvljj 
15-Day ADR Report: Initial 
Serial No.: 0633 


08-Jul-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0632 


08-Jul-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 


08-Jul-2008 


No 
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GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 08-Jul-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 



GSK Correspondence ' BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 08-Jul-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 08-Jul-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
1 5-Day ADR Report: Follow-up 
Serial No.: 06 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda !6-Jul-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
1 5-Day ADR Report: Follow-up 
Serial No.: 06 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l6-Jul-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-C 

Serial No.: 0636 



GSK Correspondence BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 

Serial No .:0359 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 
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GSK Correspondence 


BBIND 00)920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 


17-Jul-2008 


No 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 
Serial No.: 0361 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


29-Jul-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ■ Ofi 


29-Jul-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0640 


29-Jul-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0639 


29-Jul-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 


3Wul-2008 


No 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda Ol-Aug-2008 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
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15-Day ADR Report: Initial 
Serial No.: 0644 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 06-Aug-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Proto 


No 


GSK Correspondence 


BBIND 007920: Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 06-Aug-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Aug-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Aug-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
oenai ino.. uo 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Aug-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0647 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Aug-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0646 


No 
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GSK Correspondence 


ddixih fvnoi/v Unman Dmiiinmouime Timp \ fi !<nH Tvnp IS Vinic 1 We Particle (iwnmhinant 1 1" Snodontera frusioerda 
DDiNLJ UU//ZU. Human Papillomavirus iype 10 diiu iypc 10 vnub likc raiuut ^twjiiiuniom d, jpuuupiwu uu^ipviuu 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Initial 

Serial No.: 0645 


06-Aug-2008 


No 


GSK Correspondence 


BB1ND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0651 


n-Aug-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Follow-up on the Dis 


14-Aug-2008 


No 


GSK Correspondence 


DDIXin Afinflfl' Uovrivffi/Uonotitic A Varrinp Inartivatpfi 1 Strain HMI7^ . 

ddINU UUjlUU, navnxijy ^nepaiius n vdxune, iiiduivdicu ^juani nmi ud 
Serial No.: 0363 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


20-Aug-2008 


No 


GSK Correspondence 


DDixin nmoifl. u,™™ DmillnmiiMtue Tvnp \ fi $nA Tvnp 18 Vims 1 ilfp Partirlp frpcnmhinant I 1' Snodontera fni2 Derda 
BblNUUU/7/U, Human rapiiiomavirus iype loanu iypc io virui LiNcrdJutic^cLumuiuaiuL-i, j^uupinauu^ipviuu 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Follow-up 

jcrial nO.. w 


21-Aug-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0655 


21-Aug-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


2l-Aug-2008 


No 
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15-Day ADR Report: Initial 
Serial No.: 0654 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Clinical, S 


26-Aug-2008 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 27-Aug-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Details for the 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigator and Rev 


27-Aug-2008 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


28-Aug-2008 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


28-Aug-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report; Follow-up 
Serial No.: 06 


29-Aug-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


29-Aug-2008 


No 
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15-Day ADR Report: Follow-up 
Serial No.: 06 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0660 


29-Aug-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0659 


29-Aug-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 29-Aug-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0658 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Protocol, S 


04-Sep-2008 


No 


FDA FAX/E-raail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Protocol, Stati 


04-Sep-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 


09-Sep-2008 


No 
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GSK Correspondence ' BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 10-Sep-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda IO-Sep-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda IO-Sep-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0666 



GSK Correspondence BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) IO-Sep-2008 No 

Serial No.: 0365 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 



GSK Correspondence BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 1 75)) IO-Sep-2008 No 

Serial No.: 0364 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 15-Sep-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l5-Sep-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
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15-Day ADR Report: Follow-up 
Serial No.: 06 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 15-Sep-2O08 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0670 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 15-Sep-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0669 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 1 8-Sep-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical, Statistical 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l9-Sep-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0676 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 19-Sep-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0675 


No 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l9-Sep-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical: HPV-016 Ann 
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GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 22-Sep-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment Dated June 12 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda _ 23-Sep-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

7-Dav Safptv Rpnnrt 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 24-Sep-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0680 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 24-Sep-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ■ 06 

Jti lai \)\) 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 24-Sep-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ■ 0678 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 26-Sep-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report; Follow-up 
Serial No.: 06 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 26-Sep-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .: 0682 


No 
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GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 26-Sep-2008 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .:0681 



GSK Telephone 
Conversation 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 26-Sep-2008 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 30-Sep-2008 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No -0685 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 30-Sep-2008 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0684 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 02-Oct-2008 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical, HPV-010 Stu 



GSK Correspondence 



BBIND 007920: Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 03-Oct-2008 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0692 



GSK Correspondence 



whitmmOO 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0691 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial ' 
Serial No.: 0689 


03-Oct-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0688 


03-Oct-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:06 


03-Oct-2008 


No 


GSK Correspondence 


RRIMn 0(17Q?fl' Human Panillnmavinn; Tvnp 16 and Tvne 18 Vims I ike Particle (recombinant LI' Soodootera frueioerda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Comments of August 6, 2008: 


03-Oct-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 


IO-Oct-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0699 


10-Oct-2008 


No 


whitmmOO 
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GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 1 0-Oct-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
1 5-Day ADR Report: Initial 
Serial No.: 0698 



GSK Correspondence ' BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 1 0-Oct-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda I0-Oct-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0696 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 10-Oct-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda I0-Oct-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0694 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 1 6 and Type 1 8 Virus Like Particle (recombinant L I ; Spodoptera frugiperda 1 0-Oct-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 06 
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BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda I7-Oct-2008 No 
and Trichoplusia ni alls) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical: HPV-007 Mon 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 20-Oct-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0706 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 20-Oct-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0705 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 20-Oct-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 20-Oct-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 



GSK Correspondence BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 

Serial No.: 0366 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 



FDA FAX/E-mail 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 22-Oct-2008 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Additional Safe 
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GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Request for 


23-Oct-2008 


No 


FDA FAX/E-mai! 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Efficacy, Stati 


24-Oct-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Protocol 1 1 1955 (HPV 


24-Oct-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No,: 0711 


27-Oct-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0710 


27-Oct-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0709 


27-Oct-2008 


No 


GSK Correspondence 


BBIND 007920: Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 


27-Oct-2008 


No 


whitmmOO 
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GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 28-Oct-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 30-Oct-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0719 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 30-Oct-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0718 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 30-Oct-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:07 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 30-Oct-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0716 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 30-Oct-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0715 



whitmmOO 
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uSNLorresponaence 


BBfND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0714 


30-Oct-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0713 


30-Oct-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 1 6 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Submission 


31-Oct-2008 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


04-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 05-Nov-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


06-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0722 


06-Nov-2008 


No 


vvhitmmOO 
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GSK Telephone 
Conversation 


BBFND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


I0-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Revised Investigator Doc / 


lO-Nov-2008 


No 


GSK Correspondence 


BBFND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0737 


ll-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0736 


ll-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0735 


ll-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report; Follow-up 
Serial No.: 07 


ll-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 


ll-Nov-2008 


No 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-MonophosphoryI Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0733 


GSK Correspondence 


BB1ND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0732 


ll-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 


ll-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0730 


ll-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 

nnt\ Trirhftnliicio ni rc\\c\ Mirrmp uritli Alum QnH ^n.Mnnnntinenhnrvl I iniH A AHmvant SS07QQ 

ano. i ncnopiusia ni cens] vaccine wun ami emu- ju-iviuiiupnuapiiui)! upiu n aujuv<uu, od jwlh 
15-Day ADR Report: Initial 
Serial No.: 0729 


II.MnvJnflR 
1 I-INOV-ZuUO 




GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ,:0728 


ll-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 


ll-Nov-2008 


No 


whitmmOO 
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Serial No.: 0727 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .: 0726 


ll-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 1 6 and Type 1 8 Virus Like Particle (recombinant L 1 ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0725 


ll-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0724 


ll-Nov-2008 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Other 


I2-Nov-2008 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Clinical, Other - Reques 


I2-Nov-2008 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Safety • Oct 20 


I2-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 


I2-Nov-2008 


No 



Regulatory Affairs 
CARDS 
View Manager Brief Report 


Communication Type Seq No 


Re Line 


Date Attachments? 


and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 


GSK FAX/E-mail 

VJ<jl\ i r\A/Li wan 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Safety • Oc 


I3-Nov-2008 


No 


GSK FAX/E-mail 


BBFND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Detail 


17-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0747 


I7-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0746 


17-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 


17-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 


I7-Nov-2008 


No 
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GSK Correspondence 


RRixin nfi7Q}(V Human PanillnmavinK Tvne 16 and Tvne 18 Virus Like Particle (recombinant LI ; Spodoptera fmgiperda 

DDllNL/ UU l/Lv, nUIl loll rdUMIUUloVll Uj I YUW IV (UlU I J|A> 1U 1 II Uj Ijiivv i luuwiv y vvuiiii/iiiimii. u» 5 u^v«vj»« 0 j- 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0743 


l7.Nov.200l 


} No 


GSK Correspondence 


Dnixin nmoift' Unm™ Paniiinmauimc Tvmp 16 mi\ Tvnp 18 VinK 1 ike Particle (recombinant LI' Soodootera frugiperda 
ddIINU UU/74U, numan rapinomavirua type ludiiu iypc 10 ¥iiusLiMi<uuw6\itwiiiiiinuiHiii)U|AFuupivi»iiw^i|n<i»u 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Initial 

Serial No .: 0742 


17-Nov-200; 


8 No 


GSK Correspondence 


nnum flmmfl. u.,m™ D*niiinm«;imcTvno \fi ■xnA Tvnp 18 Vim« 1 ilfp Partirlp (rprnmhinant 1 1' Snodontera fruEiDCrda 
ddINU UU/VZU, Human rapinomavirus lype lodiui lypc 10 virus uiwroiuwc^cwjiiiuiii<uiici,«jpuuwpii.ioiiu5ipwvH 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Follow-up 

Serial No.: 07 


I7-Nov-200 


8 No 


GSK Correspondence 


RRDJn fiA7Q?(V Human Panillnmavirus Tvne 16 and TvDe 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0740 


I7-Nov-200 


8 No 


GSK Correspondence 


RRixin nmow Human Panillnmavini<! Tvne 16 and Tvne 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0739 


I7-Nov-20C 


18 No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0755 


18-Nov.20C 


18 No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 


18-Nov-20( 


)8 No 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0753 


I8-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
■ Serial No.: 0752 


I8-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 


I8-Nov-2008 


No 


GSK Correspondence 


obllNU UU/VZu, Human papillomavirus lype loano type 10 virus LiNcrdiuuc^txuiiiuiiidiuu, j|xwu[nci<iiiugipuua 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 


I8-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0749 


I8-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 


I8-Nov-2008 


No 
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^ Serial No .:0748 



GSK Correspondence BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 

Serial No ,:0368 

BBFND 007920: Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 



GSK Correspondence BBDID 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 25-Nov-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0762 



GSK Correspondence BBFND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 25-Nov-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No -0761 



GSK Correspondence BBFND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 25-Nov-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0760 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 25-Nov-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0759 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 25-Nov-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0758 
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GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 


25-Nov-2008 


No 


GSK Correspondence 


nnrwn now Human Pinlllnmnvini« Tvn? Ifi anH Tvnp 18 Vinw 1 ita Particle frecnmhinant 1 1' Snodontera frueioerda 

DDlnU VVI7/U, nUIIldll rdUIIIUlllaVlJ Uo IjUC IU dllU 10 VIIUD UM 1 CUUMV ^llM/IIIUUUUii upuuupinu uugi|sviuu 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 


26-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0765 


26-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Tvpe 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0764 


26-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0763 


26-Nov-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Initial Investigator Doc 


Ol-Dec-2008 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


03-Dec-2008 


No 
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7-Day Safety Report 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 05-Dec-2008 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0769 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 05-Dec-2008 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0768 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 08-Dec-2008 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Annual Report Period Covering Sep 8, 2007 th 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Dec-2008 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0780 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 09-Dec-2008 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0779 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Dec-2008 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .: 0778 
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GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 09-Dec-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0777 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Dec-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Dec-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0775 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Dec-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0774 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Dec-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Dec-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:07 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Dec-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
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15-Day ADR Report: Follow-up 
Serial No.: 07 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol 10893 


IO-Dec-2008 


No • 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol HPV-0 


II-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol HPV-0 


ll-Dec-2008 


No 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


12-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0785 


!5-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0786 


I6-Dec-2008 


No 
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BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol 10482 


l6-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 


17-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 


!7-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 


l7-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0793 


17-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report; Follow-up 
Serial No.: 07 


n-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 


l7-Dec-2008 


No 
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Serial No.: 0791 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 07 


17-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0789 


I7-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical: HPV-16 and 


17-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical: HPV-009 Exp 


l8-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


!9-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


I9-Dec-2008 


No 
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GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 19-Dec-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Initial 

Serial No.: 0799 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda l9-Dec-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0798 



GSK Telephone BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 22-Dec-2008 

Conversation and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

7-Day Safety Report 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 23-Dec-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0805 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 23-Dec-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0804 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 23-Dec-2008 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 23-Dec-2008 

and Trichoplusia ni cells) Vaccine with Alum and 3 D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
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Serial No .: 0802 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


30-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No -0812 


30-Dcc-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ,:08ll 


30-Dec-2O08 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0810 


30-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0809 


30-Dec-2008 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0808 


30-Dec-2008 


No 
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GSK Correspondence 


RRrwn i\(\W(\- Human PanillnmavinK Tvne 16 and TvDe 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0807 


30-Dec-2008 


No 


GSK Correspondence 


□Dixin nmoin- Unm™ Ddniiinmivimc Tvnp \(\ ™H Tvnp IS Vim<! 1 ik'p Particle (recombinant LI' SDodoDtera fruEioerda 
ddIINU UU///U nUflian rapiliomavirus iype lodiiu iype io Yiiu3LiNcr<uiiut^itvuiiiuu«uiiiji,wjAiuuj/iviuiiugi|/«i«M 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Initial 

Serial No.: 0806 


30-Dec-2008 


No 


GSK Correspondence 


DDixin nmoin. lit.™™ Doniiinirnivinic Tvnp \(\ anH Tvnp IS Vim? t ilfp Partif-le (recombinant LI' SDodoDtera frUEioerda 
ddINL) UU/VzU, Human rapiliomavirus iype lodiiu iype io viiu5LiKcraiuuc^swjinuinaiiiiw,opuuupiwuiiu5i]jvw 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Follow-up 

Serial No.: 08 


05-Jan-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0815 


05-Jan-2009 


No 


GSK Correspondence 


BB1ND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


05-Jan-2009 


No 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16andType 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 07-Jan-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0818 



GSK Correspondence 



whitmmOO 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0821 


08-Jan-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0820 


08-Jan-2009 


No 


fi*\K fWrpsnfififlpnpf 1 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0819 


08-Jan-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigators for Pr 


09-Jan-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence: Additional Authorize 


I3-Jan-2009 


No 


FDA FAX/E-mai! 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Safety - Safety 


l4-Jan-2009 


No 


whitmmOO 
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GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 1 5-Jan-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
1 5-Day ADR Report: Follow-up 
Serial No.: 08 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l6-Jan-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
1 5-Day ADR Report: Follow-up 
Serial No.: 08 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l6-Jan-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0829 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l6-Jan-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ,:0828 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l6-Jan-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 



GSK Correspondence BBIND 007920; Human Papillomavirus Type !6andType 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 16-Jan-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:08 



GSK Correspondence BBIND 007920; Human Papillomavirus Type !6andType 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda I6-Jan-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
55 Page: 164 of 228 I2/II»99:35:I0AM 



Regulatory Affairs 
CARDS 
View Manager Brief Report 



Communication Type Seq No 


Re Line 


Date' 


Attachments? 


15-Day ADR Report: Initial 
Serial No.: 0825 


GSK Telephone 
Conversation 


BB1ND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


21-Jan-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


23-Jan-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
' 15-Day ADR Report: Initial 
Serial No.: 0840 


27-Jan-2009 


No ' 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.. OsJV 


27-Jan-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


27-Jan-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0837 


27-Jan-2009 


No 


vvhitmmOO 
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BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0836 


27-Jan-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryi Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0835 


27-Jan-2009 


No 


fiSK PnrrPsnnnHfWP 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


27-Jan-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0833 


27-Jan-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoiyl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0832 


27-Jan-2009 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Request - Reques 


04-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


04-Feb-2009 


No 
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15-Day ADR Report: Follow-up 
Serial No.: 08 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0845 


04-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0844 


04-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Sena! No.: 0843 


04-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0842 


04-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0841 


04-Feb-2009 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
' and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Other - Tentati 


05-Feb-2009 


No 
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GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0849 


05-Feb-2009 


No 


GSK Correspondence 


nnrwn nmcnn- Unm™ Poniiinmavinie Tvnp anrl Tvnp IS Vimc I ikp Partirlp (remmhinant LL Snodontera frucioerda 

DD1INU UU/7tU. nUmdn rapillUIIIoVllUj IVUC lUulIU I jpv 10 VIIU3L^6 1UHlVlv^lV<WniimiumLji,upuuupiviujiukij/viuu 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


05-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18,Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0847 


05-Feb-2009 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Safety - Safety 


06-Feb-2009 


No 


CM Lorrespondence 


RRiun fiA7Q9(V Human Panillnmavin]"! Tvne 16 and Tvne 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0855 


06-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0854 


06-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


06-Feb-2009 


No 
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15-Day ADR Report: Initial 
Serial No.: 0853 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


06-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 06-Feb-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


06-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Vims Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0858 


09-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


09-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigator and Rev 


09-Feb-2009 


No 


whitmmQO 
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BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Detail 


lO-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Revised Investigators 
S 


ll-Feb-2009 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


I2-Feb-2009 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI: Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


12-Feb-2009 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Detail 


13-Feb-2009 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Detail 


l3-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No,: 08 


!7-Feb-2009 


No 
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BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Vims Like Particle (recombinant LI ; Spodoptera frag 


iperda 17-Feb-2009 No 


and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 






15-Day ADR Report: Follow-up 






Serial No,: 08 





GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 17-Feb-2009 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0863 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda !7-Feb-2009 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0862 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 17-Feb-2009 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0861 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda !7-Feb-2009 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0860 



GSK Te | ephone BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI ; Spodoptera fmgiperda l8-Feb-2009 

Conversal j on and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

7-Day Safety Report 



GSK FAX/E-mail BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI ; Spodoptera fmgiperda 24-Feb-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
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General Memorandum: Meeting Agenda or Detail 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Detail 


24-Feb-2009 


No 


FDA FAX/E-maii 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Detail 


24-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0868 


24-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0867 


24-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0866 


24-Feb-2009 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Detail 


27-Feb-2009 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 


27-Feb-2009 


No 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Detail 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM17S)) 
Serial No.: 0372 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


27-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


27-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0871 


27-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-UayAUK Report, initial 
Serial No.: 0870 


27-Feb-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


27-Feb-2009 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Meeting Agenda or Detail 


03-Mar-2009 


No 
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GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spod( 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


>ptera frugiperda 03-Mar-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodi 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphory! Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0875 


3ptera frugiperda 04-Mar-2009 


No 



GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 05-Mar-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Investig 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Mar-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Clinical, E 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 1 6 and Type 18 Vims Like Particle (recombinant LI ; Spodoptera frugiperda 06-Mar-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: Clinical, Effic 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 06-Mar-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


No 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Mar-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0877 



whitmmOO 



Page: 174 of 228 



12/1 1/2009 9:35: 1 1 AM 



Regulatory Affairs 
CARDS 



View Manager Brief Report 



Communication Type Seq No 


Re Line 


' Date Attachments? 




GSK Correspondence 


BB1ND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical, 109179 (HPV 


06-Mar-2009 


No 


GSK Correspondence 


BBfND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


ll-Mar-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0883 


12-Mar-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0882 


12-Mar-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


l2-Mar-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 

Serial No.: 0885 , 


!3-Mar-2009 


No 
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BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


l3-Mar-2009 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


!3-Mar-2009 


No 


fiSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 


23-Mar-2009 


No 


Ci^K Corrpsnondpnce 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 23-Mar-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0892 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Vims Like Particle (recombinant LI ; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0891 


23-Mar-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3 D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0890 


23-Mar-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 


23-Mar-2009 


No 
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Serial No ,:08 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 23-Mar-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 23-Mar-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 23-Mar-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 25-Mar-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 08 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 26-Mar-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0895 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 27-Mar-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:08 
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BBIND 007920: Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0897 


27-Mar-2009 


No 


GSK Correspondence 


BBIND 007920' Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0896 


27-Mar-2009 


No 


uolv Lorrespondence 


RRrwn dfl7Q?fl' Human PanillnmavinK Tvne 16 and Tvne 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0899 


30-Mar-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Tvpe 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


31-Mar-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


02-Apr-2009 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


06-Apr-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Apr-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


No 


whitmmOO 


Page: 178 of 228 


12/11/2009 9:35:11 AM 



Regulatory Affairs 
CARDS 
View Manager Brief Report 


Communication Type Seq No 


Re Line ' Date ' 


Attachments? 


15-Day ADR Report: Initial 
Serial No.: 0905 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Apr-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .:0904 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Apr-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 06-Apr-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Investig 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 08-Apr-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: GSK HPV Slides for April 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 1 6 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 09-Apr-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0906 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 10-Apr-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


No 
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BB1ND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda IO-Apr-2009 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
1 5-Day ADR Report: Initial 
Serial No.: 0908 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type I6and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 10-Apr-2009 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0907 



GSK Telephone 
Conversation 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l5-Apr-2009 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda !7-Apr-2009 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 



GSK Correspondence 



); Human Papillomavirus Type 1 6 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda I7-Apr-2009 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 17-Apr-2009 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0912 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda I7-Apr-2009 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 

12/1 1/2009 9:35: 11 AM 
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Serial No.: 0911 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda IMpr-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Minutes of March 9, 2009 Meeting and Minutes 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 20-Apr-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:09 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 1 6 and Type 1 8 Virus Like Particle (recombinant L 1 ; Spodoptera frugiperda 20-Apr-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0915 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 2l-Apr-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0917 


No 


GSK Correspondence 


BBIND 007920: Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 27-Apr-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 27-Apr-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


No 
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BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0922 


27-Apr-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0921 


27-Apr-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .:0920 


27-Apr-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0919 


27-Apr-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Protocol 1 12024 (HPV 


27-Apr-2009 


No 


GSK Correspondence 


nnixin nrnoirv Human PsmiilnmpviriK Tvnp \ f\ and Tvne 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 

DuINU UU'/i", nUman rapillOIIldVirUi Ij[jC IU aliu l j pt 10 »nus ijiivv i uiuviw \ivvvi»ui"""» upw-wf. Dr 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0925 


zv-Apr-zuuv 


No 
l\(J 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 


30-Apr-2009 


No 
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Serial No.: 0928 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 30-Apr-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 

JClldl 1NU.. U7 


30-Apr-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


04-May-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: Safety 
Ser 


06-May-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Investig 


08-May-2009 


No 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 
Serial No.: 0373 ' 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


ll-May-2009 


No 
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BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 1 l-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3 D -Monophosphory 1 Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 1 l-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 1 6 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 1 l-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 1 l-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0933 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 1 l-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0932 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 13-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: HPV-044 RAP Com 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 1 3-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 


No 
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Serial No.: 09 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l8-May-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 18-May-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0946 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 1 8-May-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0945 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l8-May-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0944 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 18-May-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0943 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda l8-May-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0942 
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GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera trugiperda l8-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0941 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus lype lo ana type 18 virus Like rarticie (recomoinant Li, opoaoptera irugiperaa le-may-iou? 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ,:0940 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus lype lo and lype lis Virus Like rarticie (recomDinant li, opoaoptera irugiperua lo-Mdy-iuu? 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0939 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera trugiperda l9-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda l9-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 19-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0948 


No 



GSK Correspondence 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


21-May-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


2l-May-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0968 


21-May-2009 


No 


uoK correspondence 


BBIND 007920; Human Papillomavirus Tvpe 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0967 


21-May-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0966 


21-May-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 


21-May-2009 


No 
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~ ~ Serial No.: 0965 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 21-May-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0964 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 21-May-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0963 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 21-May-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
1 5-Day ADR Report: Initial 
Serial No.: 0962 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 21-May-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0961 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 21-May-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0960 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 2l-May-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0959 
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uoN Lorresponticiiie 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 21-May-2009 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0958 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugipf 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0957 


:rda 2I-May-20Q9 No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugipt 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0956 


;rda 21-May-2009 No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 21-May-2009 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0955 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugipf 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0954 


da 21-May-2009 No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugip 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0953 


erda 2l-May-2009 No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugip 


erda 21-May-2009 No 


whitmmOO 


Page: 189 of 228 


12/11/20099:35:11 AM 



Regulatory Affairs 
CARDS 



View Manager Brief Report 



Communication Type SeqNo 


Rc Line Date Attachments? 


and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0952 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 21-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0951 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 22-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0976 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 22-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0975 


No 


GSK Correspondence 


RRnvin Human PanillnmaviniQ Tvnp 16 and Tvne lit Virus I ike Particle (recombinant LI' Soodootera frugiperda 22-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:09 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 22-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ,:0973 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 22-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 


No 
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Serial No.: 0972 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 28-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 28-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09, 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 28-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 28-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0986 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 28-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0985 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 28-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0984 


No 
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GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 28-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0983 


No 


GSK Correspondence 


RR[\in flfl7Q?(V Unman PanillnmaviriK Tvne 16 and Tvne 18 Virus Like Particle (recombinant LI; Spodoptera fm&iperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0982 


28-May-2009 


No 


GSK Correspondence 


nnrxin ftn7Qifi' Human Psnillnmauinu J\me \ fi anrl Tvne If! Virus I ike Particle (recombinant LI; Spodoptera frueiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0981 


28-May-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ,:0980 


28-May-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0979 


28-May-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 28-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0978 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 


28-May-2009 


No 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Comments: HPV-044 Draft RAP 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 29-May-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical, Study Repor 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugipt 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:09 


:rda 02-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugipi 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 09 


;rda 02-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugip. 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0995 


jrda 02-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugip 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0994 


erda 02-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugip 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0993 


erda 02-Jun-2009 


No 
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GSK Correspondence 


nnrun mhiu n,™™ DinillAmniimc Tune \f\ anH Tvnc 18 Vinic I ikp Partifle /rpr nmhinant \ 1' Snodootera ffUEIDerda 

DDlNUUU/7iU. Human papillomavirus lype loanu lype 10 viiusLiKcr<uiiuc\icwjmuiiiami«i, jpuuupiwaiiugipwiuu 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0992 


02-Jun-2009 


No 


GSK Correspondence 


DDain A/noifv Unmo« Doniiinmivlnic Tvnp \(\ itnft Tvnp 18 VinK 1 ikp PartiHp (recombinant LI' Snodootera fniElDCrda 
BdIND UU/VZU, Human rapiiiomavirus lype 10 anu lype 10 vuua linc ramus ^twmumam ui, opuuupivm «»6'r u " 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Initial 

Serial No.: 0991 


02-Jun-2009 


No 


GSK Correspondence 


nnrvtrv nmnift. u,,„„_ DnnllUm^ilnit Timo \k <xnA Tum> 18 Vinic t ilv> Pnrtirlp /rprnmhitiant 1 1' Snfldontera nU2IOerda 

BBIND 1)0/720; Human rapiiiomavirus lype id ana lype 10 virub ukc rajuuc^cumiuiiiamLi, jpuuupiwa ni^ipwuu 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


03-Jun-2009 


No 


GSK Correspondence 


nnam wnoifl. Lin™™ Poniiinmovime Tvnp \(\ mA Tvnp 18 Vinic I \Ve Particle /recombinant LI: Soodootera tru&iperda 
ddINU UU/V2U, Human rapiiiomavirus lype iodiiu iypc 10 vims LiNciamwt^wjMiumumijijijpuuupitiuiiukipv 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Initial 

Serial No.: 0999 


03-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 0998 


03-Jun-2009 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 04-Jun-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment, Request to 


No 



FDA FAX/E-mail BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 04-Jun-2009 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
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Comment/Information Request: Request to Bate 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphory! Lipid A Adjuvant, SB 580299 
7-Day Safety Report ' 


04-Jun-2009 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda Q5-Jun-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Follow-up with CBER on R 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Follow-up with CBER on 


05-Jun-2009 


No 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0375 

BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Vims Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


05-Jun-2009 


No 


("ISK f nrrpsnondpnee 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No .:0374 

BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


05-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


05-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 


05-Jun-2009 


No 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1003 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1002 


05-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1001 


05-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1010 


09-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1009 


09-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1008 


09-Jun-2009 


No 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Jun-2 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
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Serial No.: 10 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1017 


l2-Jun-2009 


No 


GSK Correspondence 


BBIND 007920: Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


l2-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


!2-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


12-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.:TOI3 


12.Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1012 


I2-Jun-2009 


No 
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GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No -1011 


1 2-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1019 


18-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1018 


18-Jun-2009 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


18-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1024 


22-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1023 


22-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


22-Jun-2009 


No 
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15-Day ADR Report: Initial 
Serial No.: 1022 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgi| 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1021 


perda 22-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugi 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1020 


perda 22-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugi 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1027 


perda 25-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugi 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
h-Dnv ADR Rpnnit Initial 
Serial No.: 1026 


perda 25-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugi 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1025 


iperda 25-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frug 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:I0 


iperda 26-Jun-2009 


No 
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GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


26-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1030 


26-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1029 


26-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-MonophosphoryI Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1028 


26-Jun-2009 


No 


FDA FAX/E-mail 


rmrwn nn7Q?n- Human Pflnillnmavirm Tvne 16 and Tvne 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Cervarix Proper (generic 


29-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


29-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 


29-Jun-2009 


No 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


29-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1033 


29-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Correspondence:HPV-009 Follow-up to 


29-Jun-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 

mA Tvii4innlneii ni rolled Vawinp with Alum nnrl ^n.Mnnnnlwnlinrvl I inid A AdiuvanL SB 580299 
anfl I riCnOpiUSia ni CeilSJ VdCtine WlUl nlUIIl dlul JLHViuiiupiiuspuui)! uyiu n nujuvani, ou joui// 

1 5-Day ADR Report: Follow-up 
Serial No.: 10 


02-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


02-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


07-Jul-2009 


No 
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BB1ND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1045 


07-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1044 


07-Jul-2009 


No 


GSK Correspondence . 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1043 


07-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1042 


07-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: initial 
Serial No ,:I04I 


07-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1040 


07-Jul-2009 


No 
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GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI; Spodoptera frugiperda 07-Jul-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 



No 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 07-Jul-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
1 5-Day ADR Report: Follow-up 
Serial No.: 10 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 07-JuI-2009 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1048 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 1 6 and Type 1 8 Virus Like Particle (recombinant L I ; Spodoptera frugiperda 07-Jul-2009 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1047 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Jul-2009 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1058 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Jul-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
1 5-Day ADR Report: Initial 
Serial No.: 1057 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Jul-2009 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
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15-Day ADR Report: Initial 
Serial No.: 1056 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 09-Jul-2009 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI; Spodoptera frugiperda OWul-2009 No 

w ' """ and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Initial 

Serial No.: 1053 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 09-Jul-2009 

w * " v ' '' " and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Initial 

Serial No.: 1052 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16andType 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Jul-2009 

' U and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Follow-up 
Serial No.: 10 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16andType 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 09-Jul-2009 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New and Revised Investig 



GSK Correspondence BBIND 007920; Human Papillomavirus Type !6andType 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 13-Jul-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1059 
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GSK Correspondence 


nnmr\ aaiaia. u.,.,,™ D™;iUmr,,,;nir Timo 1£ <mA Tvnp 18 Vimc I ilff Particle ^rpmmhinant 1 1' Snodontera fniCIOerda 

BBIND Uu7V2U; Human Papillomavirus lype 10 anu lype 10 virus ukc ruiuuc ^icujiuuiuam ui, opuuuinuu uugipwuu 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


IMul-2009 


No 


GSK Correspondence 


nnmn nmoin. u..man D™;ilnm™ime T\/np \(\ anrl Tvnp lli Vinis 1 ikp Partirlp (rpcnmhinsnt LI' SoodODtera frUE Derda 

BBINUUU/71UJ Human rapiiiomavirus lype loanu iype 10 viiuj LiKcraiuuc^ctumuinamL,!, jpuuu^iviunu 6 i^v 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


IWul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus lype lo and iype io virus likc raniue ^eiumumdiu li, opuuu^iua iiugipuuu 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


!6-Jul-2009 


No 


GSK Correspondence 


nnrvm ArtimA. u,.«,o n DnniiiAmauimc Tun? \(\*nA T\mc 18 Vimc I ilfp Particle /recombinant 1 1" SnodoDtera frusinerda 
BBINL) UU/ViUj Human rapiiiomavirus iype id aria iype io virm> LiKcrdiuncyttuiiiuiiiaiuui,opuuupiw«"U5^«"« u 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Follow-up 

Serial No.: 10 


16-Jul-2009 


No 


GSK Correspondence 


noam AAimn. u>. m on Doniiinm-nMnie T\mp \t\ anHTvnp 18 Vinis I ilfp Particle (recombinant LI" Snodontera fruniperda 
BblNU UU/VzUj Human rapiiiomavirus iype loanu iype 10 vuu3UKcraiuvi6\awuiumumi/i,uj/u««|/ivn. bf . 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

K.rw ADR Rennrt' Initial 

Serial No.: 1062 


16-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1061 


!6-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 


16-Jul-2009 


No 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1060 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1070 


21-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
. and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


21-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


21-Jul-2009 


No 


GSK Correspondence 


BBIND UU/92U; Human Papillomavirus lype lo ana lype lo virus nice ranicie (recomoindm u, opuuupiua uugipua 
and Trichoplusia ni cells) Vaccine with Alum and 3 D-Monophosphory 1 Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


21-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical: 107682 (HPV 


23-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


27-Jul-2009 


No 


whitmmOQ 
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GSK Correspondence BBIND 007920; Human Papillomavirus Type 16and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 27-Jul-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 27-Jul-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 



GSK Correspondence BBIND 007920: Human Papillomavirus Type 16andType 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 27-Jul-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 27-Jul-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1078 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 27-Jui-2009 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1077 



GSK Correspondence BBIND 007920; Human Papillomavirus Type l6andType 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 27-Jul-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1076 
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GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1075 


27-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1074 


27-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1073 


27-Jul-2009 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni tells) Vaccine with Alum and 3D-Monopnospnoryl Lipid A Adjuvant, mm 
7-Day Safety Report 


27-Jul-2009 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


27-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1072 


27-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 ' 
Response to FDA Request/Comment: Response to 


29-Jul-2009 


No 
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GSK Correspondence 


nni\m flCnifin- Havr-ivl?) (Hpnatitic A Varrinp InartivatpH (Strain HMI7M) 
DDlIMU UUjZUU, navriXW ^nepdlllla n VdlUllC, iiiduivaicu ^juaui iiivi i ijf) 

Serial No.: 0377 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


30.Jul.2009 


No 


GSK Correspondence 


RRiMn fifl7Q?ri' Human PanillnmavinK Tvne 16 and Tvne 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


30-Ju1-2009 


No 


GSK Correspondence 


Dwwn Afi7Qin> Uiimon Panillrtrnwinic 1W Ifl anH Tvnp 1 8 VinK I ike Particle (recombinant LI' SoodoDtera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


30-Jul-2009 


No 


GSK Correspondence 


RRrwn (\(\W(\' Human PanillnmavinK Tvne 1 and Tvne 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No .:1085 


30-Jul-2009 


No 


GSK Correspondence 


RRiwn nn7Q?n- Human PanillnmavinK Tvnp 1 6 and Tvne 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1084 


30-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.; 1091 


31-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 


31-Jul-2009 


No 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


3l-Jul-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


04-Aug-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1095 


06-Aug-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 06-Aug-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


06-Aug-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 


07-Aug-2009 
12/11/20099:.' 
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Serial No.: 11 


GSK Correspondence 


BB1ND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fnigiperda 07-Aug-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 10 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fnigiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No -1098 


07-Aug-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1097 


07-Aug-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1096 


07-Aug-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant Li; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 , 


I3-Aug-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


13-Aug-2009 


No 
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GSK Correspondence 


BBIND 007920; Human Papillomavirus lype 10 and type is virus like ranicie ^recumDindiu li, opuuupiaa hu^uuo 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


!3-Aug-2009 


No 


GSK Correspondence 


BBIND 00/920; Human Papillomavirus type lo ano lype io virus UKe ranicie \rcLuiuuuidJu li, opuupiwa uu^muu 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No -I102 


!3-Aug-2009 


No 


GSK Correspondence 


nnr\ir» nmmn. Do-iiUm™,;™ Ti/«o \k Tvnp 1$ Vimc I ilr? Partirl? /rpnnmhinant 1 1' SnodoDtera fmsiDcrda 
BBIND 00/920; Human Papillomavirus type id ana lype is virus uKerdruue^aumumamLi, jpuuupiuanu 6 ipuu U 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Initial 

Serial No.: 1101 


13-Aug-2009 


No 








GSK Correspondence 


nnrvin /winiA u.™«« DonMUmouinif Tuno \ k mi\ Tvtv> 18 Vimc I Partirlp frPP/imhinant I 1' SnodoDtera tfUElDerda 

BBIND 00/920; Human Papillomavirus lype 10 ana lype is virub LiNcraiuuc^ctuinuuiajuLi, ajjuu^iwunu^pviuu 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphory) Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1107 


14-Aug-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

IS rw APlR Rpnnrf' Initial 

1 j-uay auk. ixcpun, limiui 
Serial No.: 1106 


14-Aug-2009 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


20-Aug-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


21-Aug-2009 


No 
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15-Day ADR Report: Follow-up 
SerialNo.:ll 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugi 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:ll 


perda 2l-Aug-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugi 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


iperda 21-Aug-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frag 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No -llll 


iperda 2l-Aug-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frag 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1110 


jperda 2l-Aug-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 2l-Aug-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1109 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fru( 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1108 


-iperda 2l-Aug-2009 


No 
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GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 24-Aug-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1115 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 25-Aug-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
SerialNo.: 1118 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 25-Aug-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: II 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI ; Spodoptera frugiperda 25-Aug-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
SerialNo.: 11 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI ; Spodoptera frugiperda 28-Aug-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
SerialNo.: II 


NO 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera fmgiperda 28-Aug-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: II 


No 
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BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 28-Aug-2009 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:ll 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Vims Like Particle (recombinant LI; Spodoptera frugiperda 03-Sep-2009 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical • Revised St 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 04-Sep-2009 No 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
1 5-Day ADR Report: Initial 
Serial No.; 1131 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 1 6 and Type 1 8 Virus Like Particle (recombinant L I ; Spodoptera frugiperda 04-Sep-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1130 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 04-Sep-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1129 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant L I ; Spodoptera frugiperda 04-Sep-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ,:ll 



GSK Correspondence 



BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 04-Sep-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
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Serial No.: II 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 04-Sep-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera fmgi 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


perda 04-Sep-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera tragi 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


iperda 04-Sep-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frag 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


iperda 04-Sep-2009, 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frag 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1123 


iperda 04-Sep-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frag 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ,:1I35 


iperda IO-Sep-2009 


No 
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GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


10-Sep-2009 


No 


fiSK fWrpcnnnripnrp 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


IO-Sep-2009 


No 


flQtf PnrrPcrvwHpnpp 

\ 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report; Follow-up 
Serial No.: 11 


10-Sep-2009 


No 


UoN Lorresponoenu: 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: II 


l4-Sep-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1138 


!5-Sep-2009 


No 


uo!\ correbpunueiiLc 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


l5-Sep-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera t'mgiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


17-Sep-2009 


No 
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15-Day ADR Report: Initial 
Serial No.: 1140 


GSK Correspondence 


BBFND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1139 


17-Sep-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1144 


2l-Sep-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1143 


2l-Sep-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


21-Sep-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 21-Sep-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1141 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


24-Sep-2009 


No 
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GSK Correspondence BBIND 007920; Human Papillomavirus Type l6andType 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 24-Sep-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1146 



GSK Correspondence BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM175)) 24-Sep-2009 No 

Serial No.: 0381 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 25-Sep-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1148 



GSK Telephone BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 30-Sep-2009 

Conversation and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

7-Day Safety Report 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda OI-Oct-2009 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
1 5-Day ADR Report: Follow-up 
Serial No.: 11 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda OI-Oct-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1152 



GSK Correspondence 
whitmmOO 
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and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1151 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda Ol-Oct-2009 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No -1150 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol: HPV- 


Ol-Oct-2009 


No 


GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 

-1 T M ! A U An l><n!#i mi rtallr^ Uon^lno milk Alum inA Tn.XinnnnhAcnhrtrvl [ tnin A AnlllVAnt SR 1X0/77 

and incnoplusia ni ceils) vaccine wnn Aium ana ju-iviunupiiuapiiuiyi upiu n nujuvani, ou jwlji 
7-Day Safety Report 


06-Oct-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


06-Oct-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1155 


06-Oct-2009 


No 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HM 175)) 
Serial No.: 0382 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


06-Oct-2009 


No 


whitmmOO 
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GSK Telephone 
Conversation 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
7-Day Safety Report 


08-Oct-2009 


No 


GSK Correspondence 


nnrxin nrnoin- Unm™ Panillnmsvinic Tvnp Ifi flnrt Tvnp 18 VinK 1 \\ce Partirlp frpcnmhinant 1 1' SnodoDtera frueioerda 
ddIINU uu /vzu, nurnan rapniomavirub lypc io diiu iypc io viiuj unc roiuuc ^ciuuiumcuu ui, jnuuvpiwa uu^ipviuu 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

15-Day ADR Report: Initial 

Serial No.: 1162 


09-Oct-2009 


No 


GSK Correspondence 


DDRin aniQiD- Unman Panillnmavimc Tvnp Ifi pnrt Tvnp 18 VinK f \1cp Partirl? frpmmhinant 1 1' Snodontera frueioerda 
DdIINU UU/7ZU, Human r apillOrnavirUS lype 10 dllU lypc IO VUUa unc rdiiiut ^cumiumajii n, opuuupiua uugipviuu 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1161 


09-Oct-2009 


No 


GSK Correspondence 


nnrxin nfl7Qifi-' Hnnmn Pinillnmavinic Tun? \f\ anH Tvnp IS Vim? I We Particle /recombinant LL SnodoDtera fru£i n erda 

DDlINU UU/"ZU, nUmdll rdpillUIIIdvirUa lypt lUoJIU I j[JC IO Vllui UM,IOUiWfc ^n-wiuimiam bi, upuuvpiviu uu^ipviuu 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1160 


09-Oct-2009 


No 


GSK Correspondence 


RRiwn Afl7Q9fV Human PanillnmavinK Tvnp \(\ and Tvne If! Vims 1 ike Particle (recombinant Li' SoodoDtera frucioerda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ■ 1159 

JU till llU.. 1 Us 


09-Oct-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1158 


09-Oct.2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-MonophosphoryI Lipid A Adjuvant, SB 580299 


09-Oct-2009 


No 
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15-Day ADR Report: Follow-up 
Serial No.: 11 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1164 


13-Oct-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1163 


13-Oct-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


I6-Oct-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 

ic n«., Ann n n^^u. i«itini 

15-Day ADR Report. Initial 
Serial No ■ 1168 


I6-Oct-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No ,:1167 


!6-Oct-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1166 


16-Oct-2009 


No 
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GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigator and Rev 


I6-Oct-2009 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Follow-up on SAP Submiss 


19-Oct-2009 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Comment/Information Request: HPV-009 Statist 


23-Oct-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1171 


23-Oct-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No ■ 1 1 


23-Oct-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


27-Oct-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 


27-Oct-2009 


No 
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Serial No.: II 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 27-Oct-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: II 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 27-Oct-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 27-Oct-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1173 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 27-Oct-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1172 



GSK Correspondence BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 29-Oct-2009 No 

Serial No.: 0383 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 



GSK Correspondence BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 29-Oct-2009 No 

and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: II 
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BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


29-Oct-2009 


No 


(joK correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3 D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


29-Oct-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


30-Oct-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


30-Oct-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Chemistry Manufacturi 


30-Oct-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No .:ll 


02-Nov-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 


06-Nov-2009 


No 
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15-Day ADR Report: Follow-up 
Serial No.: 11 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Vims Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


06-Nov-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.: 11 


I2-Nov-2009 


No 


GSK Correspondence 


BBIND 003200; Havrix® (Hepatitis A Vaccine, Inactivated (Strain HMI75)) 
Serial No.: 0384 

BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 


I2-Nov-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 1 8 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Response to FDA Request/Comment: HPV-009 Rev 


I3-Nov-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Investigator Documen 


I7-Nov-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Protocol Amendment: Change in Protocol. Clin 


19-Nov-2009 


No 
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BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryi Lipid A Adjuvant, SB 580299 
Protocol Amendment: New Protocol; Postmarket 


20-Nov-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Initial 
Serial No.: 1194 


25-Nov-2009 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3L)-Monopnospnoryl Lipid A Adjuvant, its dsuzvv 
Response to FDA Request/Comment: Safety, Po 


03-Dec-2009 


No 


FDA FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monopnospnoryl Lipid A Adjuvant, 3suzvv 
General Memorandum: Response to Dec. 4 switc 


04-Dec-2009 


No 


GSK FAX/E-mail 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Switch to eCTD format 


04-Dec-2009 


No 


GSK Correspondence 


BBIND 007920: Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No • 1 1 


04-Dec-2009 


No 


GSK Correspondence 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Serial No.; 11 


04-Dec-2009 


No 


vvhitmmOO 


Page: 227 of 228 


12/11/20099:35:11 AM 



Regulatory Affairs 
CARDS 
View Manager Brief Report 


Communication Type 


Seq No 


Re Line 


Date 


Attachments? 


GSK Correspondence 


1198 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Sequence No: 1 


08-Dec-2009 


No 


FDA FAX/E-mail 




BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI ; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
General Memorandum: Status Update, Postmarke 


09-Dec-2009 


No 


GSK Correspondence 


1199 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
Information Amendment: Clinical 

Qpniipnrp Nn 


09-Dec-2009 


No 


GSK Correspondence 


1200 


BBIND 007920; Human Papillomavirus Type 16 and Type 18 Virus Like Particle (recombinant LI; Spodoptera frugiperda 
and Trichoplusia ni cells) Vaccine with Alum and 3D-Monophosphoryl Lipid A Adjuvant, SB 580299 
15-Day ADR Report: Follow-up 
Sequence No: 1 


ll-Dec-2009 


No 



whitmmOO 
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12/11/20099:35:11 AM 



EXHIBIT 8B 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DATE: APPLICATION: 


jLlvoUrr/oLy ff. Kt Lint! 






DOC ID: 


l3-Jul-2006 BLA 125259 


Cervarix 

General Memorandum 
Other 






810f9b75 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 






GlaxoSmithKline 
Ms. Teresa Ward 


Food and Drug FAX/E-mail 

Administration 

Ms. Laurie Norwood 


GENERAL MEMOSiNDUM 
SUBTYPES: Other 
SUBTYPES: Other 






DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQH: RE LINE: 






DOC ID: 


29.Mar.2007 BLA 125259 


Cervarix 

General Memorandum 
Advertising/Promotion 






80fbc20c 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 






GlaxoSmithKline 
Dr. Vincent I. Ahonkhai, 
M.D. 


Food and Drug FAX/E-mail 

Administration 

Dr. Norman Baylor, Ph.D. 


gIe^lmemMndum 

SUBTYPES: Advertising/Promotion 
SUBTYPES' Advertisine/Pramntinn 






DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 






DOC ID: 


11/10/2009 10:33:45 AM ' ' 1 



Page: 1 of 299 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



29-Mar-2007 BLA 125259; SeqfcOOOO Cervarix 80falcfl 

BLA 125259 User Fee 

N/A 

Original Submission 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



ClaxoSmithKline Food and Drug Correspondence USER FEE 

Ms. Sharon Shapowal Administration SUBTYPES: N/A 

Dr. Norman Baylor, Ph.D. SUBTYPES: N/A 

SUBTYPES: N/A 
SUBTYPES: N/A 
SUBINDEXING: 
Protocol: 103514 

Report:103514 
Protocol: 104479 

Report: 104479 
Protocol: 104772 

Report:104772 
Protocol: 104798 

Report:l04798 
Protocol: 104820 

Report: 104820 
Protocol: 104896/013 

Report:104896/OI3 
Protocol: 104951 

Report:104951 
Protocol: 105926 

Report:105926 
Protocol: 106001 

Report:10600l 
Protocol: 107682 

Report: 107682 
Protocol: 580299/001 

Report:580299/001 
Protocol: 580299/002 

Report:580299/002 
Protocol: 580299/003 

Report:580299/003 
Protocol: 580299/004 

Report:580299/004 
Protocol: 580299/005 

Report:580299/005 
Protocol: 580299/007 

Report:580299/007 
Protocol: 580299/008 



1 1/10/2009 10:33:45 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



Protocol: 580299/012 
Report:580299/012 



DESCRIPTION: 



DESCRIPTORS: 

ECTDiESG 

ELECTRONIC MEDIA: MEDIA INFORMATION: OC COMPLETED: DATE REFERENCED: 

Yes No 

DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: DOC ID: 

09-Apr-2007 BLA 125259 Cervarix 80fd781a 

Acknowledgement 
NDA* Assigned 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

FoodaiidDrug GbuSSthKiinc SresjSISe ACKNO^LEDGEMlf 

Administration Ms. Sharon Shapowal SUBTYPES: NDA * Assigned 

Dr. Loris D. McVittie, SUBTYPES: NDA # Assigned 

Ph.D. 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: OC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: DOC ID: 

25.Apr.2007 BLA 125259 Cervarix 81038d7d 

Comment/Information Request 
Clinical 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

FndSFrijj GiawSmithKline rM-mi COiBSfffH 
Administration 

COMMENT/INFORMATION REQUEST 

11/10/2009 10:33:46 AM Page: 3 of 299 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



SUBTYPES: Protocol; Clinical 
SUBTYPES: Protocol; Clinical 
Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION 1 

No 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 
03-May-2007 BLA 125259 ~" 



OC COMPLETED: DATE REFERENCED: 

Yes 



DOC ID: 



Cervarix 

Response to FDA Request/Comment 
Clinical 



8I0U525 



FROM: 

GiaioSmithkiide 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Ms. Sharon Shapowal 


Food and Drug 
Administration 
Dr. Helen Sullivan 


FAX/E-mail 


iSPONSE TO FDA RlpSlfOMMENT 
SUBTYPES: Clinical 
SUBTYPES: Clinical 
Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MFDIA: MEDIA INFORMATION: 

No 



QC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



07.May.2007 BLA 125259; 

BLA 125259 



FROM: 



GlaxoSmithKline 
1 1/10/2009 10:33:46 AM 



Cervarix 

General Memorandum 
Clinical 
Efficacv 



8I0392M 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 



FAX/E-mail 



GENERAL MEMORANDUM 



Page: 4 of 299 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



Ms. Sharon Shapowal Administration 
Dr. Helen Sullivan 



SUBTYPES: Clinical; Efficacy 
SUBTYPES: Clinical; Efficacy 
Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 



Q7.May.2Q07 BLA 125259; 
BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 
Efficacy 



8l03ad70 



FROM: 



ASCRIPTION: 



DESCRIPTORS: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaioSmithk'line FAX/E-mail COMMENT/INFORMATION REQUEST 

Administration Ms. Sharon Shapowal SUBTYPES: Clinical; Efficacy 

Mrs. Helen Sullivan SUBTYPES: Clinical; Efficacy 

Protocol: 580299/008 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



OH.May-2007 BLA 125259; 

BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 
Other 



8l03acd5 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



1 1/10/2009 10:33:46 AM 



Page: 5 of 299 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



Food and Drug 
Administration 
Mrs. Helen Sullivan 



GlaioSmithKline 
Ms. Sharon Shapowal 



FAX/E-mail 



COMMENT/INFORMATION REQUEST 
SUBTYPES: Other; Clinical 
SUBTYPES: Other; Clinical 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



lO-May.2007 BLA 125259; 

BLA 125259; 
BLA 125259 



Cervarix 
Topic 



8IOOfd93 



Clinical 
Efficacy 
Other 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaioSmithKline Food and Drug Trip Report TOPIC 

Ms. Sharon Shapowal Administration SUBTYPES: Other; Clinical; Efficacy 

Dr. Norman Baylor, Ph.D. SUBTYPES: Other; Clinical; Efficacy 



Protocol 


104479 


Protocol 


104820 


Protocol 


109890 


Protocol 


580299/001 


Protocol 


580299/007 


Protocol 


580299/008 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



11/10/2009 10:33:46 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



ll-May-2007 BLA 125259; 

BLA 125259- 
BLA 125259 


Cervarix 

General Teleconference 
Clinical 
CMC 
Safety 




8IOOelda 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GUxoSmithklinc 
'*"• jnaron onapowai 


Food and Drug Telephone Conversation 

Administration 

Dr. Helen Sullivan 


GENERAL f ELKONFERInCE 
SUBTYPES: CMC; Clinical; Safety 
SUBTYPES: CMC; Clinical; Safety 
Protocol: 580299/008 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


l7.M>y.2007 BLA 125259 


Cervarix 

General Correspondence 
N/A 




80fTa039 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GUxoSmithklinc 
Dr. Vincent Uhonkhai, 
M.D. 


Food and Drug Correspondence 

Administration 

Dr. Norman Baylor, Ph.D. 


GENERAL CORRESPONDENCE 
SUBTYPES: N/A 
SUBTYPES: N/A 





DESCRIPTION: 



DESCRIPTORS: 

ESG: ECTD 

UmO^m^mmm 0CCMMn date REFERENCED: 

N ° Yes 

DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: ' ~ 



1 1/10/2009 10:33:46 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



2l.May.2007 BLA 125259 



Cervarix 

Comment/Information Request 
Other 



80fT3b24 



FROM: 



DESCRIPTION: 



DESCRIPTORS: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug ClaioSmithKline FAX/E-mail COMMENT/INFORMATION REQUEST 

Administration Ms. Sharon Shapowal SUBTYPES: Other 

Dr. Helen Sullivan SUBTYPES: Other 

Protocol: 580299/008 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



22.May.20O7 BLA 125259 



Cervarix 

Comment/Information Request 
Other 



80fD7ba 



FROM: 



DESCRIPTION: 



DESCRIPTORS: 



TO: 



COMMUNICATION: DOCTYTE & SUBTYPE: 



Food and Drug GlawSmithKline FAX/E-mail COMMENT/INFORMATION REQUEST 

Administration Ms. Sharon Shapowal SUBTYPES: Other 

Dr. Helen Sullivan SUBTYPES: Other 

Protocol: 580299/008 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ I: RE LINE: 



DOC ID: 



22-May-2007 BLA 125259 



Cervarix 



80fl376e 



11/10/2009 10:33:46 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



Response to FDA Request/Comment 
Other 



DESCRIPTION: 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GiaxoSmithkiioc 
Ms. Sharon Shapowal 


Food and Drug 
Administration 
Dr. Helen Sullivan 


FAX/E-mail 


RESPONSE TO FDA ^UE^COMMENT 
SUBTYPES: Other 
SUBTYPES: Other 

Protocol: 580299/008 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ#: RE LINE: 



DOC ID: 



2J-May-2007 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Clinical 



8IOI77a8 



FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaioSmithKline 
Ms. Sharon Shapowal 


Food and Drug FAX/E-mail 

Administration 

Dr. Helen Sullivan 


RESPONSE TO FDA REQUESf/COMMENf 
SUBTYPES: Clinical 
SUBTYPES: Clinical 
Protocol: 580299/008 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SIPP/SEQH: RE LINE: 


DOC ID: 


2J-May-2007 BLA 125259 


Cervarix 


81017824 




Comment/Information Request 


Page: 9 of 299 



CARDS CHRONOLOGY REPORT 



Clinical 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 

rir Union Clllln.nn 

ur. neien Sullivan 


GiaxoSmithKline FAX/E-mail 
Ms. Sharon Shapowal 


COMMENWoMTiON REQUEST 
SUBTYPES: Clinical 
SUBTYPES: Clinical 
Protocol: 580299/008 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




Yes 


DATE: APPLICATION: 


SER/SIPP/SEQH: RE LINE: 




DOC ID: 


24.May.20Q7 BLA 125259 


Cervarix 

Acknowledgement 
Other 




8l004ac4 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Mr. Paul kichman 


CiaioSmithkline Correspondence 
Ms. Sharon Shapowal 


aMowlSgement 

SUBTYPES: Other 
SUBTYPES: Other 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


29.May.2007 BLA 125259 


Scq#: 0001 Cervarix Seq #: 0001 

Amendment to Pending Application 
Other 


80ff5506 



11/10/2009 10:33:46 AM 



Page: 10 of 299 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



™>M: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

GiaxoSmiibKline Food and Drug Corrapondence AMENDMENT TO 
Ms. Sharon Shapowal Administration SUBTYPES: Other 

Dr. Norman Baylor, Ph.D. SUBTYPES: Other 



DESCRIPTION: 

GSK provided responses to FDA regarding communications dated May 7, 2007 and May 16, 2007. 

DESCRIPTORS: 

ESG; ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 



Yes 



Yes 



DATE: APPLICATION: SER/SUPP/SEQ0: RE LINE: DOdD; 
OUun-2007 BLA 125259 Scq#: 0002 Cervarix Seq #: 0002 — — — — 

Amendment to Pending Application 
Other 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



ClaioSmilhKlinc Food and Drug Corresponded AMInOMM 

Ms. Sharon Shapowal Administration SUBTYPES: Other 

Dr. Norman Baylor, Ph.D. SUBTYPES: Other 

Protocol: 580299/008 



DESCRIPTION: 

GSK submitted additional information and audit details for site 4923 as requested in the 4/30/2007 FDA letter. 

DESCRIPTORS: 

ECTD: ESG 

PC COMPLETED: DATE REFERENCED: 

Yes 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQU: R E LINE: D0C ,D. 

06Jun-2007 BLA 125259 Seq#: 0003 Cervarix Seq #: 0003 " ~ ' m y 

Amendment to Pending Application 
Other 



™>M: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
»WWAM " ■ Page: II of 299 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



GlaioSmithKline Food and Drug Correspondence AMENDMENf TO 

Ms. Sharon Shapowa! Administration SUBTYPES: Other 

Dr. Norman Baylor, Ph.D. SUBTYPES: Other 



DESCRIPTION: 



DESCRIPTORS: 

ESG: ECTD 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



QC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ 0: RE LINE: 



DOC ID: 



IWun-2007 BLAI2S2S9 



Cervarix 



CMC 



81014d06 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaioSmithKline feiephone Coii^ MMEfiTM6mWlpSr' 

Administration Ms. Linda S. Kramer SUBTYPES: CMC 

Ms. Rebecca Olin SUBTYPES: CMC 

SUBINDEXING: 

Lot Number: AC20B084A 
Lot Number: AC20B084B 
Lot Number: AC20B086A 
Lot Number: AC20B086B 
Lot Number: AHPVA005B 
Lot Number: AHPVA005C 
Lot Number: AHPVA006A 
Lot Number: AHPVA006B 
Lot Number: AHPVA007A 
Lot Number: AHPVA007B 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



QC COMPLETED: DATE REFERENCED: 

Yes 



1 1/10/2009 10:33:46 AM 



Page: 12 of 299 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DATE; APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



I Wun-2007 BLA I2S259 



Cervarix 

Comment/Information Request 
CMC 



810IOd60 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


Telephone Conversation 


COMMENT/INFORMATION REQUEST 


Administration 


Ms. Linda S. Kramer 




SUBTYPES: CMC 


Dr. Chiang Syin 






SUBTYPES; CMC 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



15Jun-2007 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
CMC 



81033515 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug FAX/E-mail RESPONSE TO FDA REQUEST/COMMENT 

Administration SUBTYPES: CMC 

SUBTYPES: CMC 
SUBINDEXING: 

Lot Number: AC20B084A 
Lot Number: AC20B084B 
Lot Number: AC20B086A 
Lot Number: AC20B086B 
Lot Number; AHPVA0Q5B 
Lot Number; AHPVA005C 
Lot Number: AHPVA0Q6A 
Lot Number: AHPVA006B 
Lot Number: AHPVA007A 
Lot Number: AHPVA007B 



DESCRIPTION: 



11/10/2009 10:33:46 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



IWun-2007 BLA I2S259 



Cervarix 

Response to FDA Request/Comment 
CMC 



8t0133fB 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaioSmithKline 


Food and Drug 


Telephone Conversation 


RESPONSE TO FDA REQUEST/COMMENT 


Ms. Linda S. Kramer 


Administration 




SUBTYPES: CMC 




Ms. Rebecca Olin 




SUBTYPES: CMC 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ *: RE LINE: 



DOC ID: 



2Wun-2007 BLA 125259; Seq«: 0004 Cervarix Seq #: 0004 

BLA 125259 Amendment to Pending Application 

Statistical 
Response to FDA Request/Comment 
Statistical 



81015102 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaioSmithKline Food and Drug 
Mr. Matthew Whitman Administration 

Dr. Norman Baylor, Ph.D. 



Correspondence AMENDMENT TO PENDING APPLICATION 
SUBTYPES: Statistical 
SUBTYPES: Statistical 
SUBTYPES: Statistical 
SUBTYPES: Statistical 



1 1/10/2009 10:33:46 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS: 

ESG; ECTD 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



2Wun-2007 BLA 125259; 

BLA 125259 



Cervarix 

Response to FDA Request/Comment 
CMC 
Other 



810d548f 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GbioSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: CMC; Other 




Dr. Gopa Raychaudhuri 




SUBTYPES: CMC; Other 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



25-Jun-2007 BLA 125259 Seq#: 0005 Cervarix Seq #: 0005 

Response to FDA Request/Comment 
CMC 



8l019fce 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaioSmithkline 


Food and Drug 


Correspondence 


RESPONSE TO FDA REQUEST/COMMENT 


Ms. Linda S.Kramer 


Administration 




SUBTYPES: CMC 




Dr. Norman Baylor, Ph.D. 




SUBTYPES: CMC 



DESCRIPTION: 



1 1/10/2009 10:33:46 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTORS: 

ESGECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: PC COMPLETED: DATE REFERENCED: 

Yes Yes 



DATE: APPLICATION: SER/SUPP/SEQ jfe RE LINE: DOC ID: 

OWuUOO? BLA 125259; Cervarix 81077d5d 

BLA 125259 Comment/Information Request 

Clinical 
Safety 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

Foodandbrug GiawSmithkline uM-m^l COSenITO 
Administration Mr. Matthew Whitman SUBTYPES: Clinical; Safety 

Mrs. Helen Sullivan SUBTYPES: Clinical; Safety 

Protocol: 580299/009 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: OC COMPLETED: DATE REFERENCED: 

Yes Yes 

DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: DOC ID: 

OWul.2007 BLA 125259; Cervarix 8104cecb 

BLA 125259 General Memorandum 

CMC 

Meeting Request 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



ClaioSmithKline Food and Drug FAX/E-mail GENERAL MEMORANDUM 

Ms. Wcining L. Hu Administration . SUBTYPES: CMC; Meeting Request 

Dr. Gopa Raychaudhuri SUBTYPES: CMC; Meeting Request 



DESCRIPTION: 



11/10/2009 10:33:46 AM 



Page: 16 of 299 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUFFAEQfc 


RE LINE: 




DOC ID: 


OWul-2007 BLA 125259 




Cervarix 

Comment/Information Request 
CMC 




8103ee59 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Dr.Gopa Raycbaudhuri 


GlaxoSmithKline 
Ms. Weining L. Hu 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 
SUBTYPES: CMC 

cuoTVDCcryr 
5UdI irta.lML 




DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: 


RE LINE: 




DOC ID: 


OWul-2007 BLA 125259; 
BLA 125259 




Cervarix 

General Memorandum 
CMC 
Other 




810c3504 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Ms. Weining L. Hu 


Food and Drug FAX/E-mail 

Administration 

Dr. Gopa Raycbaudhuri 


GENERAL MEMORANDUM 
SUBTYPES: CMC; Other 
SUBTYPES: CMC; Other 





DESCRIPTION: 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



QC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: 


SER/SIPP/SEQ#: 


RE LINE: 




DOC ID: 


06-Jul-2007 BLA 125259; 

BLA 125259 




Ccrvarix 

Comment/Information Request 
CMC 
Other 




8IOc36ee 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Dr. Gopa Raychaudhuri 


GlaxoSmithKiine 
Ms.WeiningL.Hu 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 
SUblYKtS: lMl;(Jther 
SUBTYPES: CMC; Other 




DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQfc 


RE LINE: 




DOC ID: 


IO-Jul-2007 BLA 125259 




Cervarix 

Comment/Information Request 
Clinical 




81077d4b 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Mrs. Helen Sullivan 


GlaxoSmithKiine FAX/E-mail 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: Clinical 
SUBTYPES: Clinical 





Protocol: 103514 
Protocol: 104479 
Protocol: 104772 
Protocol: 107682 
Protocol: 109890 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: 

Yes 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


IUul-2007 BLAI2S259; 

BLA 125259 


Cervarix 

Comment/In formation Request 
CMC 
Other 




8IOc373f 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Dr. Gopa Raychaudburi 


GlaioSmitbKlint FAX/E-mail 
Ms.WeiningL.Hu 


COMMENT/INFORMATION REQUEST 
SUBTYPES: CMC; Other 
SUBTYPES: CMC; Other 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


IWuWOO? BLA 125259 


Cervarix 

Comment/Information Request 
CMC 




8104cflT 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Dr. Gopa Raychaudhuri 


GlaxoSmithkline FAX/E-mail 
Ms. Weining L. Hu 


COMMENT/INFORMATION REQUEST 
SUBTYPES: CMC 
SUBTYPES: CMC 




DESCRIPTION: 


11/10/200910:33:46 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA; MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SIPP/SEQ «: RE LINE: 



DOC ID: 



IWul-2007 BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 



8l09b41f 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Mr. Matthew Whitman 




SUBTYPES: Clinical 


Dr. Helen Sullivan 






SUBTYPES: Clinical 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ#: RE LINE: 



DOC ID: 



IWul.2007 BLA 125259; 

BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 
Safety 



8109b45b 



FROM: 



11/10/2009 10:33:46 AM 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline FAX/E-mail COMMENT/INFORMATION REQUEST 

Administration Mr. Matthew Whitman SUBTYPES: Clinical; Safety 

Dr. Helen Sullivan SUBTYPES: Clinical; Safety 

Protocol: 102115/HPV TETRA 051 
Protocol: 103514 
Protocol: 104772 
Protocol: 104820 
Protocol: 580299/001 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



Protocol 


580299/007 


Protocol 


580299/008 


Protocol 


580299/009 


Protocol 


580299/012 


Protocol 


580299/013 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



IWuUOfl? BLA 125259; 
BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Clinical 
CMC 



8l03eccc 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaioSmithKline 
Ms.WeiningL.Hu 



Food and Drug 
Administration 
Dr.Shahabuddin 
Muhammad 



FAX/E-raail RESPONSE TO FDA REQUEST/COMMENT 

SUBTYPES: CMC; Clinical 
SUBTYPES: CMC; Clinical 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



I9-JUI-2007 BLA 125259 



Cervarix 

General Memorandum 
CMC 



810c4b87 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



FROM: 



GlaxoSmilhKline 
Ms.WeiningL.Hu 



DESCRIPTION: 



DESCRIPTORS: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Dr. Muhammad 
idin, Ph.D. 



FAX/E-mail 



GENERAL MEMORANDUM 
SUBTYPES: CMC 
SUBTYPES: CMC 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



p ATE: APPLICATION: SER/SUPP/SEQ ft R£ LINE: 



DOC ID: 



2WUI-2007 BLA 125259 



FROM: 



Food and Drug 
Administration 
Mrs. Helen Sullivan 



DESCRIPTION: 



Cervarix 



8l09b4dl 



Clinical 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithRline 
Mr. Matthew Whitman 



FAX/E-mail CMEmFOMTiONlpsf"' 
SUBTYPES: Clinical 
SUBTYPES: Clinical 
Protocol: 103514 
Protocol: 104772 
Protocol: 104820 
Protocol: 580299/007 
Protocol: 580299/008 
Protocol: 580299/012 
Protocol: 580299/013 



DESCRIPTORS: 



0CC0MPLETED: DATE REFERENCED: 

Y " Sts 

DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: ~~" ' 

1 1/10/2009 10:33:46 AM ' ■ 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



2(KIul-2O07 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Clinical 



8l09cbll 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug 

Mr. Matthew Whitman Administration 
Dr. Helen Sullivan 



FAX/E-mail RESPONSE TO FDA REQUEST/COMMENT 

SUBTYPES: Clinical 
SUBTYPES: Clinical 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQH: RE LINE: 



DOC ID: 



23^ul-2007 BLA 125259 



Cervarix 

Comment/Information Request 
CMC 



8IOd4832 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Dr. Muhammad 
in, Ph.D. 



GlaxoSmithKline FAX/E-mail COMMENT/INFORMATION REQUEST 

Ms.WeiningL.Hu SUBTYPES: CMC 

SUBTYPES: CMC 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



23-Jul-20O7 BLA 125259; 



Cervarix 



8l09b4t7 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



BLA 125259 



Comment/Information Request 
Clinical 
Safety 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline FAX/E-mail COMMENT/INFORMATION REQUEST 

Administration Mr. Matthew Whitman SUBTYPES: Clinical; Safety 

Dr. Helen Sullivan SUBTYPES: Clinical; Safety 

Protocol: 103514 
Protocol: 580299/008 
Protocol: 580299/012 



COMMENT/INFORMATION REQUEST 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



25-Jul-2«07 BLA 125259 Seq#:0006 Cervarix Seq #: 0006 

Amendment to Pending Application 
CMC 



8l03eecf 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


Correspondence 


AMENDMENT TO PENDING APPLICATION 


Ms.WeiningL.Hu 


Administration 




SUBTYPES: CMC 




Dr. Norman Baylor, Ph.D. 




SUBTYPES: CMC 



DESCRIPTION: 

DESCRIPTORS: 

l:SG;ECTD 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 
Yes 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DATE: 



APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



2<hJuWG07 BLA 125259; 

RLA 125259 



Cervarix 

Comment/Information Request 
Clinical 
Safety 



8l09b54b 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaioSraitbKline FAX/E-mail COMMENT/INFORMATION REQUEST 

Administration Mr. Matthew Whitman SUBTYPES: Clinical; Safety 

Dr. Helen Sullivan SUBTYPES: Clinical; Safety 

Protocol: 580299/009 

COMMENT/INFORMATION REQUEST 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 
Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



2Wul-2007 BLA 125259 Seqtf: 0007 Cervarix Seq#:0007 

Response to FDA Request/Comment 
N/A 



8I04M 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


Correspondence 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Dr. Norman Baylor, Ph.D. 




SUBTYPES: N/A 



DESCRIPTION: 

GSK submitted an amendiment to the BLA to provide a response to the first of the 3 CBER requests from the Jul 6, 2007 e-mail 

DESCRIPTORS: 

ESGECTD 



ELECTRONIC MEDIA: MEDIA INFORMATION: 



OC COMPLETED: DATE REFERENCED: 
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Page: 25 of 299 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 





Yes 




Yes 




DATE: 


i DDI If* i Tl/W 

APPLICA HON: 


cm ic% inn/LTA u rir i imp 

SER/SUPP/SEQ w. RE LINE: 




DOC ID: 


OI-Aug-2007 


BLA 125259; 
BLA 125259 


Cervarix 

Comment/Information Request 
Clinical 
Safety 




8l09b596 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Mr. Matthew Whitman 




SUBTYPES: Clinical; Safety 


Dr. Helen Sullivan 






SUBTYPES: Clinical; Safety 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



OI-Aug-2007 BLA 125259; 

BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 
Safety 



8l09b5c0 



FROM: 



DESCRIPTION: 



DESCRIPTORS: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline FAX/E-mail COMMENT/INFORMATION REQUEST 

Administration Mr. Matthew Whitman SUBTYPES: Clinical; Safety 

Dr. Helen Sullivan SUBTYPES: Clinical; Safety 

Protocol: 580299/009 



ELECTRONIC MEDIA: MEDIA INFORMATION: 



OC COMPLETED: DATE REFERENCED: 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 





Yes 




Yes 




DATE: 


APPLICATION: 


SER/SUPP/SEQU: RE LINE: 




DOC ID: 


02-Aug-2007 


BLA 125259 


Cervarix 

Comment/Information Request 
Safety 




810524db 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 



GlaxoSmithKline Telephone Conversation COMMENT/INFORMATION REQUEST 

COMMENT/INFORMATION REQUEST 
SUBTYPES: Safety 
SUBTYPES: Safety 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ* RE LINE: 



DOC ID: 



02-Aug-2O07 BLA 125259 Scq#: 0008 



Cervarix Seq #: 0008 

Response to FDA Request/Comment 
N/A 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug Cormponte RESPONSE TO FDA 

Mr. Matthew Whitman Administration SUBTYPES: N/A 

Dr. Norman Baylor, Ph.D. SUBTYPES: N/A 



8l04cd8c 



DESCRIPTION: 



DESCRIPTORS: 

ESC; ECFD 

ELECTRONIC MEDIA: MEDIA INFORMATION: OC COMPLETED: DATE REFERENCED: 

Yes Yes 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


OJ-Aug-2007 BLA 125259; 

BLA 125259 


Cervarix 

Comment/Information Request 
Clinical 
Safety 




8109b5D 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Dr. Helen Sullivan 


ClaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


SUBTYPES: Clinical; Safety 
SUBTYPES: Clinical; Safety 
Protocol: 104820 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: 
Yes 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 


rtATF- iPPi irtTinv. 


SLK/SUrr/SEQ #: RE LINE: 




DOC ID: 


07-Aug-2007 BLA 125259 


Cervarix 

Comment/Information Request 
CMC 




8l056c57 


FROM: 


TO: COMMUNICATION: 


DOCTY PE & SUBTYPE: 




Food and Drug 
Administration 
Dr. Helen Sullivan 


ClaxoSmithKline Correspondence 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: CMC 
SUBTYPES: CMC 





DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



11/10/2009 10:33:46 AM 



Page: 28 of 299 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



08-Aug.2007 BLA 125259; 

BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 
Safety 



81058969 



FROM: 



DESCRIPTION: 



DESCRIPTORS: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaioSmitbKline FAX/E-mail COMMENT/INFORMATION REQUEST 

Administration Mr. Matthew Whitman SUBTYPES: Clinical; Safety 

Mrs. Helen Sullivan SUBTYPES: Clinical; Safety 

Protocol; 104772 
Protocol: 104820 
Protocol: 580299/012 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



lO-Aug-2007 BLA 125259; Seq#:0009 Cervarix Seq #: 0009 

BLA 125259 Response to FDA Request/Comment 

Clinical 
Safety 



8l054cb8 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaioSmithKline 


Food and Drug 


Correspondence 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: Clinical; Safety 




Dr. Norman Baylor, Ph.D. 




SUBTYPES: Clinical; Safety 



DESCRIPTION: 

DESCRIPTORS: 

ESG; ECTD 



ELECTRONIC MEDIA: MEDIA INFORMATION: 



OC COMPLETED: DATE REFERENCED: 
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CARDS CHRONOLOGY REPORT REPORT DATE RANGE All 





Yes 




Yes 




DATE: 


APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


!2-Aug-2007 


BLA 125259; 
BLA 125259; 
BLA 125259 


Cervarix 

Comment/Information Request 
Clinical 
Safety 
Statistical 




8105cce7 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GiawSmiithikiiinie ' FAXE'maH COSENTMOMfiONlpST 
Administration Mr. Matthew Whitman SUBTYPES: Clinical; Statistical; Safety 

Dr. Gopa Raychaudhuri SUBTYPES: Clinical; Statistical; Safety 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: OC COMPLETED: DATE REFERENCED: 

Yes Yes 

DATE: APPLICATION: SER/SUPP/SEQ#: RE LINE: DOC ID: 

l4-Aug-2007 BLA 125259 Cervarix 8l05d65c 

General Teleconference 
Advisory Committee Meeting 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Dr. Norman Baylor, Ph.D. 



GlaioSmithKline 
Mr. Matthew Whitman 



Telephone Conversation 



GENERAL TELECONFERENCE 

SUBTYPES: Advisory Committee Meeting 
SUBTYPES: Advisory Committee Meeting 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 



OC COMPLETED: DATE REFERENCED: 
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CARDS CHRONOLOGY REPORT REPORT DATE RANGE All 





No 


Yes 




DATE: 


APPLICATION: SER/SUPP/SEQ #: RE LINE: 




DOC ID: 



I4-Aug.20()7 BLA 125259 Seq#: 0010 Ceivarix Seq#:0010 81057644 

Response to FDA Request/Comment 
N/A 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


Correspondence 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Dr. Norman Baylor, Ph.D. 




SUBTYPES: N/A 








Protocol: 580299/009 



DESCRIPTION: 

GSK provided unblinded treatment assignments and available clinical narratives for selected subjects in study HPV-009 as a result fo the FDA e-mail communication containing sent by Ms. 
Helen Gemignani on August 1,2007. 

DESCRIPTORS: 

ESG; ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: OC COMPLETED: DATE REFERENCED: 

Yes Yes 

DATE: APPLICATION: SER/SUPP/SEQ jfc RE LINE: DOC ID: 

20-Aug-2007 BLA 125259 SeqfcOOll Cervarix Seq#:0011 81060716 

Response to FDA Request/Comment 
Safety 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKlinc 


Food and Drug 


Correspondence 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: Safety 




Dr. Norman Baylor, Ph.D. 




SUBTYPES: Safety 



DESCRIPTION: 

GSK provided comments to the e-mail communication containing FDA comments sent by Ms. Helen Gemignani on August 1, 2007. 

DESCRIPTORS: 

ESG; ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: OC COMPLETED: DATE REFERENCED: 

Yes Yes 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DATE: APPLICATION: SER/SUPP/SEQfl: RE LINE: DOC ID: 

21.Aug.20O7 BLA 125259; Cervarix '" w ; 8109b65e 

BLA 125259 Comment/Information Request 

Clinical 
Safety 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
FoodandDrug gIuoBSm i^^maii MMESlFOMfiONWEST 

Administration Mr. Matthew Whitman SUBTYPES: Clinical; Safety 

Dr. Helen Sullivan SUBTYPES: Clinical; Safety 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: OC COMPLETED: DATE REFERENCED: 

Yes Yes 

DATE: APPLICATION: SER/SUPP/SEQ fc RE LINE: DOC ID: 

27.Aug.2007 BLA 125259 Seq#: 0012 Cervarix Seq #: 0012 8106e95c 

Response to FDA Request/Comment 
Clinical 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

GiaitoSmii'hKline FoodS'Drug cSespo^dewe ESP^ 

Dr. Vincent I. Ahonlthai, Administration SUBTYPES: Clinical 

M.D. Dr. Norman Baylor, Ph.D. SUBTYPES: Clinical 



DESCRIPTION: 



DESCRIPTORS: 

ESG; ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 
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REPORT DATE RANGE All 



DATE: APPLICATION: SER/SUPP/SEQH: RE LINE: 



DOC ID: 



27.Aug.2007 BLA 125259; 

BLA 125259 



Cervarix 

General Memorandum 
CMC 
Other 



FROM: 



TO: 



GlaioSmithKline Food and Drug 
Mr. Matthew Whitman Administration 
Dr. Helen Sullivan 



FAX/E-mail 



COMMUNICATION: DOCTYPE & SUBTYPE: 

gMralmemM™ 

SUBTYPES: CMC; Other 
SUBTYPES: CMC; Other 
SUBINDEXING: 

Lot Number: AHPVA005B 



DESCRIPTION: 



DESCRIPTORS: 



8108b298 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



27-Aug-2007 BLA 125259 



Cervarix 

General Memorandum 
N/A 



8l06f7b4 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaioSmithKline 


Food and Drug 


FAX/E-mail 


GENERAL MEMORANDUM 


Mr. David A. Donohue 


Administration 




SUBTYPES: N/A 




Dr. Michael Fauntleroy 




SUBTYPES: N/A 



DESCRIPTION: 

This involves doc id 8 1 06e95c. 

DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 
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REPORT DATE RANGE All 



DATE: 



APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



27.Aug.2007 BLA 125259 



Cervarix 

General Memorandum 
N/A 



81076ce7 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


GENERAL MEMORANDUM 


Administration 


Mr. David A. Donohue 




SUBTYPES: N/A 


Dr. Michael Fauntleroy 






SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



QC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: 


SER/SUPP/SEQ #: 


RE LINE: 




DOC ID: 


27-Aug-2007 BLA 125259; 

BLA 125259 




Cervarix 

General Memorandum 
Meeting Request 
Other 




8IObf929 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Mr. Gang Wang 


GlaxoSmithKline 
Ms. Teresa Ward 


FAX/E-mail 


GENERAL MEMORANDUM 

SUBTYPES: Other; Meeting Request 
SUBTYPES: Other; Meeting Request 





DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 
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REPORT DATE RANGE All 



28.Aug.2007 BLA 125259; 

BLA 125259 



Cervarix 

Response to FDA Request/Comment 
CMC 
Other 



81071485 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaioSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Ms. Teresa Ward 


Administration 




SUBTYPES: CMC; Other 




Dr. Chiang Sj in 




SUBTYPES: CMC; Other 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 
Yes 



DATE: APPLICATION: 


SER/SUPP/SEQ #: 


RE LINE: 




DOC ID: 


28-Aug-2007 BLA 125259; 

BLA 125259 




Cervarix 

Comment/Information Request 
CMC 
Other 




810bf9e5 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Dr. Chiang Syin 


GlaxoSmithKline 
Ms. Teresa Ward 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 
SUBTYPES; CMC; Other 
SUBTYPES: CMC; Other 





DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: 


MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 




Yes 


DATE: APPLICATION: 


SER/SIPP/SEQ#: RE LINE: 


DOC ID: 


28.Aug.2007 BLA 125259 


Cervarix 


8IObf9be 
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REPORT DATE RANGE All 



General Memorandum 
Meeting Agenda or Details 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




niflYi^Smithk'lin* 
umiauj in ii iiuc 

Ms. Teresa Ward 


Fond and Dm* FAV/F-it 

r uimj aiiu viug r-iiVt man 

Administration 
Mr. Gang Wang 


GFNFRAI MFMORAND11M 

SUBTYPES: Meeting Agenda or Details 
SUBTYPES: Meeting Agenda or Details 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


M.Aug-2007 BLA 125259 


Cervarix 

General Memorandum 
N/A 




8107882f 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




VjUtlUoiniinNIIDc 

Mr. David A. Donohue 


Food and Drug FAX/E-mail 

Administration 

Dr. Michael Fauntleroy 


f.FXICBAI MFMfiDAVimiM 
UtlNEKAL McrvIUKArNUUlVl 

SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: 

Yes 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ k RE LINE: 




DOC ID: 


29.Aug.2007 BLA 125259 


Cervarix 

Comment/Information Request 
Other 




8l0742c2 
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REPORT DATE RANGE All 



FROM: 



DESCRIPTION: 



DESCRIPTORS: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug ClaioSmithKline FAX/E-mail COMMENT/INFORMATION REQUEST 

Administration Ms. Teresa Ward SUBTYPES: Other 

Mr. Gang Wang SUBTYPES: Other 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



29.Aug.2007 BLA 125259; 
BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 
Safety 



81074134 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithkline 
Administration Mr. Matthew Whitman 

Mrs. Helen Sullivan 



FAX/E-mail COMMENT/INFORMATION REQUEST 

SUBTYPES: Clinical; Safety 
SUBTYPES: Clinical; Safety 
Protocol: 103514 
Protocol: 104772 
Protocol: 104820 
Protocol: 580299/001 
Protocol: 580299/008 
Protocol: 580299/012 
Protocol: 580299/013 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 
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REPORT DATE RANGE All 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



29.Aug.2007 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Other 



8l0737d4 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. David A. Donohue 


Administration 




SUBTYPES: Other 




Dr. Michael Fauntleroy 




SUBTYPES: Other 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



JO-Aug-2007 BLA 125259; 

BLA 125259 



Cervarix 

Response to FDA Request/Comment 
CMC 
Other 



810747c5 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaioSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Ms. Teresa Ward 


Administration 




SUBTYPES: CMC; Other 




Ms. Rebecca Olin 




SUBTYPES: CMC; Other 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 
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30-Aug-2007 BLA 125259 Cervarix 

General Memorandum 
Other 



8IOc0051 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

GiaioSihKHne' Food and'Dnig EAXlS GliALSMO^N™' 
Mr. David A. Donohue Administration SUBTYPES: Other 

Mr. Andre McCollough SUBTYPES: Other 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 
No Yes 

DATE : APPLICATION: SER/31PP/SEQ#: RE LINE: P0CID: 

31-Aug-2007 BLA 125259 Cervarix 8!0 ™ 

Comment/Information Request 
Nonclinical 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
Foudaodbrug GiawSmithKIine FAMS WSmimMimS^m 

Administration Mr. Matthew Whitman SUBTYPES: Nonclinical 

Mrs, Helen Sullivan SUBTYPES: Nonclinical 



DESCRIPTION- 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


Yes 


Yes 


DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 


DOC ID: 


JI-Aug-2007 BLA 125259 Cervarix 


8IO77d70 


Comment/Information Request 




Other 
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REPORT DATE RANGE All 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug . . 


GlaxoSmithKline . 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Mr. Matthew Whitman 




SUBTYPES: Other 


Mrs. Helen Sullivan 






SUBTYPES: Other 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ *: RE LINE: 



DOC ID: 



04-Sep-2007 BLA 125259 



Cervarix 

Comment/Information Request 
Statistical 



8107aa48 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Mr. Matthew Whitman 




SUBTYPES: Statistical 


Mrs. Helen Sullivan 






SUBTYPES: Statistical 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ fc RE LINE: 



DOC ID: 



04-Sep-20l)7 BLA 125259 



Cervarix 

Comment/Information Request 
Other 



8I07D50 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 
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REPORT DATE RANGE All 



Food and Drug GlaxoSmithKline FAX/E-matl COMMENT/INFORMATION REQUEST 

Administration Mr. David A. Donohue SUBTYPES: Other 

Dr. Michael Fauotleroy SUBTYPES: Other 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ 0: RE LINE: 



DOC ID: 



06.Sep.2007 BLA 125259; 
BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 
Safety 



810932P8 



FROM: 



DESCRIPTION: 



DESCRIPTORS: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline FAX/E-mail COMMENT/INFORMATION REQUEST 

Administration Mr. Matthew Whitman SUBTYPES: Clinical; Safety 

Dr. Helen Sullivan SUBTYPES: Clinical; Safety 

Protocol: 104820 
Protocol: 580299/001 
Protocol: 580299/007 
Protocol: 580299/008 
Protocol: 580299/013 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



07-Sep-2007 BLA 125259 



Cervarix 

Comment/Information Request 



8109331b 
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REPORT DATE RANGE All 



PROM: 



DESCRIPTION: 



DESCRIPTORS: 



TO: 



CMC 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug C,la\oSmithKline FAX/E-mail COMMENT/INFORMATION REQUEST 

Administration Mr. Matthew Whitman SUBTYPES: CMC 

Dr. Helen Sullivan SUBTYPES: CMC 

Protocol: 107682 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 



07.Sep.2007 BLA 125259; 
BLA 125259 



Cervarix 

General Memorandum 

Advisory Committee Meeting 
Other 



8IOb3b40 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithkline 


FAX/E-mail 


GENERAL MEMORANDUM 


Administration 


Mr. Matthew Whitman 




SUBTYPES: Other; Advisory Committee Meeting 


Ms. Christine Walsh, RN. 






SUBTYPES: Other; Advisory Committee Meeting 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: 


SER/SUPP/SEQ «f: RE LINE: 


DOC ID: 


07-Sep-2007 BLA 125259; 


Cervarix 


810d5b3f 


BLA 125259 


Response to FDA Request/Comment 






Advisory Committee Meeting 
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REPORT DATE RANGE 



Other 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GbuoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: Other; Advisory Committee Meeting 




Ms. Christine Walsh, R.N. 




SUBTYPES: Other; Advisory Committee Meeting 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



10-Sep-2007 BLA 125259 Seq#: 0013 



Cervarix Seq #: 0013 
General Correspondence 
N/A 



81072a71 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


Correspondence 


GENERAL CORRESPONDENCE 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Dr. Norman Baylor, Ph.D. 




SUBTYPES: N/A 



DESCRIPTION: 

GSK provided Page 2 of the annotated individual subject data (Table 1) of the August 27, 2007 submission which contained a corrupted file. 

DESCRIPTORS: 

ESG; ECTD 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ «: RE LINE: 



DOC ID: 



ll.Sep.2007 BLA 125259; 

BLA 125259 



Cervarix 

General Memorandum 
Clinical 
Other 



810c«ce 
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REPORT DATE RANGE All 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaioSmithKline Pood and Drug 
Ms. Sharon Shapowal Administration 
Dr. Helen Sullivan 



FAX/E-mail 



GENERAL MEMORANDUM 
SUBTYPES: Other; Clinical 
SUBTYPES: Other; Clinical 



GENERAL MEMORANDUM 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



ll-Scp-2007 BLA 125259; 

BLA 125259; 
BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 
CMC 
Other 



8IOcf920 



FROM: 



DESCRIPTION: 



DESCRIPTORS: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline FAX/E-mail COMMENT/IWORMATION REQUESf 

Administration Ms. Sharon Shapowal SUBTYPES: CMC; Other; Clinical 

Mrs. Helen Sullivan SUBTYPES: CMC; Other; Clinical 

COMMENT/INFORMATION REQUEST 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 


Yes 


DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 


DOC ID: 


I2-Sep-20I)7 BLA 125259; Cervarix 


81088016 
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BLA 1 25259; Response to FDA Request/Comment 

BLA 125259 Clinical 

CMC 

Other 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

GiaioSmithKline Food'andDrag FAX^-mail i^SPONSE f 6 FDA 
Administration 

RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: CMC; Other; Clinical 
SUBTYPES: CMC; Other; Clinical 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION; PC COMPLETED: DATE REFERENCED: 

No Yes 



DATE: APPLICATION: SER/SUPP/SEQ «: RE LINE: DOC ID: 

l3.Sep-2007 BLA 125259 Seq#:OOI4 Cervarix Seq#: 0014 8l083fa9 

Amendment to Pending Application 
CMC 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GhuoSmilhKline 


Food and Drug 


Correspondence 


AMENDMENT TO PENDING APPLICATION 


Ms. Sharon Shapowal 


Administration 




SUBTYPES; CMC 




Dr. Norman Baylor, Ph.D. 




SUBTYPES: CMC 



DESCRIPTION: 

GSK submitted complete responses to questions one through six of the FDA communication received via e-mail on August 7, 2007. 

DESCRIPTORS: 

ESG; ECTD 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 


DOC ID: 
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REPORT DATE RANGE All 



li-Scp-2007 BLA 125259; 

BLA 125259; 



Cervarix 

Comment/Information Request 



8!089ccb 



BLA 125259 




Clinical 








CMC 








Other 




FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Ms. Sharon Shapowal 




SUBTYPES: CMC; Other; Clinical 


Mrs. Helen Sullivan 






SUBTYPES: CMC; Other; Clinical 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQH: RE LINE: 



DOC ID: 



20-Sep-20«7 BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 



810932c3 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline FAX/E-mail COMMENT/INFORMATION REQUEST 

Administration Mr. Matthew Whitman SUBTYPES: Clinical 

Dr. Helen Sullivan SUBTYPES: Clinical 

Protocol: 580299/009 



COMMENT/INFORMATION REQUEST 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 
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REPORT DATE RANGE All 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: DOC ID: 

21-Scp-2007 BLA 125259 Seq#: 001S Cervarix Seq#: 0015 8108af25 

Response to FDA Request/Comment 
Clinical 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
GhSTKE FoodandDrug CoTOpoiidence RESPONSEfOFM 

Mr. Matthew Whitman Administration SUBTYPES: Clinical 

Dr. Norman Baylor, Ph.D. SUBTYPES: Clinical 



DESCRIPTION: 



DESCRIPTORS: 

ESG; ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ* RE LINE: DOC ID: 

26-Sep-2007 BLA 125259; Cervarix 8IQd49de 

BLA 125259 Response to FDA Request/Comment 

CMC 
Other 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



GtooSmithKline FoodandDrug FAX/E-mail RESPONSE TO FDA REQUEST/COMMENT 

Ms. Weining L. Hu Administration SUBTYPES: CMC; Other 

Dr. Muhammad SUBTYPES: CMC; Other 



Ph.D. 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: PC COMPLETED: DATE REFERENCED: 

No Yes 
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REPORT DATE RANGE All 



DATE: APPLICATION: SER/SUPP/SEQ RE LINE: 



DOC ID: 



26-Sep-2007 BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 



8I09b288 



FROM: 



DESCRIPTION: 



DESCRIPTORS: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline FAX/E-mail COMMENT/INFORMATION REQUEST 

Administration Mr, Matthew Whitman SUBTYPES: Clinical 

Dr. Helen Sullivan SUBTYPES: Clinical 

Protocol: 108933 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 



26-Sep-2007 BLA 125259; 

BLA 125259 



FROM: 



Food and Drug 
Administration 
Dr. Muhammad 
Sbababuddtn, Ph.D. 



Cervarix 

Comment/Information Request 
CMC 
Other 



810c39d2 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaioSmithKline FAX/E-mail COMMENT/INFORMATION REQUEST 

Ms.WeiningLHu SUBTYPES: CMC; Other 

SUBTYPES: CMC; Other 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



11/10/2009 10:33:46 AM 
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REPORT DATE RANGE All 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



27.Sep.2007 BLA 125259; 

BLA 125259 



Cervarix 

Response to FDA Request/Comment 
CMC 
Other 



8IOd4a7f 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaioSmithkline 
Ms. Weining L. Hu 



Food and Drug 
Administration 
Dr. Muhammad 
i, Ph.D. 



FAX/E-mail RESPONSE TO FDA REQUEST/COMMENT 

SUBTYPES: CMC: Other 
SUBTYPES: CMC; Other 



DESCRIPTION; 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



27.Sep.2007 BLA 125259; 

BLA 125259 



Cervarix 

Comment/Information Request 
CMC 
Other 



8IOc4cl9 



FROM; 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaioSmithkline 
Administration Ms. Weining L. Hu 

Dr. Muhammad 
Shahabuddin, Ph.D. 



Telephone Conversation COMMENT/INFORMATION REQUEST 
SUBTYPES: CMC; Other 
SUBTYPES: CMC; Other 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DATE: 



APPLICATION: SER/SDPP/SEQ #: RE LINE: 



DOC ID: 



28-Sep-2007 BLAI2S259; Seqff:OOI6 Cervarix Seq#:0016 

BLA 1 25259 Amendment to Pending Application 

Safety 

Response to FDA Request/Comment 
N/A 



8l09l8e7 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaioSmithKline Food and Drug Correspondence AMENDMES 

Dr. Vincent I. Ahonkhai, Administration SUBTYPES: Safety 

M.D. Dr. Norman Baylor, Ph.D. SUBTYPES: Safety 

RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 

DESCRIPTION: 

GSK submitted the Level 3 and Level 4 analyses (Module 5.3.5.3). This submission concludes the commitment to the Agency for meta-analysis of relevant data and represents a complete 
response to the July I Oth safety analysis request. 

DESCRIPTORS: 

ESG; ECTD 



ELECTRONIC MEDIA: 

Yes 


MEDIA INFORMATION: 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQK RE LINE: 






DOC ID: 


OI-Ocl-2007 BLA 125259 


Cervarix 

Comment/Information Request 
CMC 






810al57b 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 






Food and Drug 
Administration 
Dr. Helen Sullivan 


GlaioSmithKline FAX/E-mail 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: CMC 
SUBTYPES: CMC 







DESCRIPTION: 



DESCRIPTORS: 
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CARDS CHRONOLOGY REPORT REPORT DATE RANGE All 



ELECTRONIC MEDIA; 

Yes 


MEDIA INFORMATION: 




OC COMPLETED: 

Yes . 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ0: 


RE LINE: 






DOC ID: 


02-OCI-2007 BLA 125259 




Cervarix 

Response to FDA Request/Comment 
Clinical 




81 114790 


FROM: 


TO: 


COMMUNICATION: 


I)OC I YPE& SUBTYPE: 






Dr. Edward M.Yuhas, 
Ph.D. 


Food and Drug 
Administration 
Mrs. Helen Sullivan 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: Clinical 
SUBTYPES: Clinical 






DESCRIPTION: 












DESCRIPTORS: 












ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


■MIL, Al rLILA 1 IUi> . 


SER/SUPP/SEQ#: 


RE LINE: 






DOC ID: 


BLA 125259 




Cervarix 

General Memorandum 
CMC 
Other 






8)0c4e0c 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 






GbuoSmithKline 
Ms. Wcining L. Hu 


Food and Drug 
Administration 
Dr. Muhammad 
Shahabuddin, Ph.D. 


FAX/E-mail 


GENERAL MEMORANDUM 
SUBTYPES: CMC; Other 
SUBTYPES: CMC; Other 







DESCRIPTION: 



DESCRIPTORS: 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SEk/SUPP/SEQ * RE LINE; 



DOC ID: 



02-Ocl-2007 BLA 125259 Seqtf: 0017 



Cervarix Seq #: 0017 

Response to FDA Request/Comment 
N/A 



81099380 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug 
Administration 
Dr. Norman Baylor, Ph.D. 


Correspondence 


RESPONSE TO FDA iSpSTOMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



request of August 
DESCRIPTORS: 

ESG; ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ §i RE LINE: 



DOC ID: 



02-Oct-20i)7 BLA 125259 



FROM: 

Food and Drug 
Administration 
Dr. Helen Sullivan 



Cervarix 



8IOa587e 



Clinical 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline FAX/E-mail "' WSmmSSScM^M' 

Ms. Sharon Shapowal SUBTYPES: Clinical 

SUBTYPES: Clinical 
Protocol: 580299/009 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 
1 1/10/2009 10:33:46 AM 



OC COMPLETED: DATE REFERENCED: 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



Yes 






Yes 


DATE: APPLICATION: 


SER/SUPP/SEQfc RE LINE: 




DOC ID: 


02-Oct-2007 BLA 125259; 

BLA 125259 


Cervarix 

Comment/Information Request 
Clinical 
Safety 




8IOa598d 


FROM; 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 




Food and Drug 
Administration 
Dr. Helen Sullivan 


ClaxoSmithkline FAX/E-mail 
Ms. Sharon Shapowal 


COMMENT/INFORMATION REQUEST 
SUBTYPES: Clinical; Safety 
SUBTYPES: Clinical; Safety 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: 

Yes 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQH: RE LINE: 




nnr in. 
UUC 1U. 


034*2007 BLA 125259 


Cervarix 

Comment/Information Request 
Statistical 




810a9a97 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Dr. Helen Sullivan 


GiaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


C'SMntIfoMt ION REQUEST 
SUBTYPES: Statistical 
SUBTYPES: Statistical 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: 

Yes 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 


11/10/2009 10:33:46 AM 






Page: 53 of 299 
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REPORT DATE RANGE All 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: DOC ID: 

03-Oct-2007 BLA 125259; Cervarix 810d4cbf 

BLA 125259 General Memorandum 

CMC 
Other 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
GhSmMhS Food'andDrag FMlnmaii GENML'SffiNffl" 

Ms.WeiningL.Hu Administration SUBTYPES: CMC; Other 

Dr. Muhammad SUBTYPES: CMC; Other 

Shahabuddin, Ph.D. 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: OC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APPLICATION: SER/SUPP/SEQ fc RE LINE: DOC ID: 

OMcl-2007 BLA 125259; Cervanx 8ll20c52 

BLA 125259 Comment/Information Request 

Clinical 
Other 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
FoodindDrag GiawSmithKline ftSSSS COWeMto 

Administration Dr. Edward M. Yuhas, SUBTYPES: Other; Clinical 

Mrs. Helen Sullivan Ph.D. SUBTYPES: Other; Clinical 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: OC COMPLETED: DATE REFERENCED: 

No Yes 

11/10/2009 10:33:46 AM Page: 54 of 299 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



04-OCI-2007 BLA 125259 



FROM: 



Cervarix 

Response to FDA Request/Comment 
Statistical 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmiihKlinc Food and Drug fMB " RESPONSE TO 
Ms. Sharon Shapowal Administration SUBTYPES: Statistical 

Dr. Helen Sullivan SUBTYPES: Statistical 



8IOcefbc 



RESPONSE TO FDA REQUEST/COMMENT 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ fc RE LINE: 



DOC ID: 



04-OCI-2007 BLA 125259 



FROM: 



Cervarix 

Comment/Information Request 
Statistical 



810ceffl 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaioSmithKline 
Administration Ms. Sharon Shapowal 

Mrs. Helen Sullivan 



FAX/E-mail COMMENflFOMTiON'REQUESf"' 
SUBTYPES: Statistical 
SUBTYPES: Statistical 



DESCRIPTION: 



DESCRIPTORS; 



COMMENT/INFORMATION REQUEST 



ELECTRONIC MEDIA: MEDIA INFORMATION: 



OC COMPLETED: DATE REFERENCED: 



1 1/10/2009 10:33:46 AM 
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CARDS CHRONOLOGY REPORT REPORT DATE RANGE All 



No 






Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: 


RELINK: 


DOC ID: 


04-OCI.2007 BLA 125259 




Cervarix 


8IOcf05l 






Response to FDA Request/Comment 
Statistical 


FROM: 


TO: 


COMMUNICATION: DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug 
Administration 
Dr. Helen Sullivan 


FAX/E-maii RESPONSE TO FDA R£QUEST/COi5lMENT 
SUBTYPES: Statistical 
SUBTYPES: Statistical 

RESPONSE TO FDA REQUEST/COMMENT 





DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SliPP/SEQ RE LINE: 




DOC ID: 


U5-OCI.2007 BLA 125259 


Cervarix 

General Memorandum 
Other 




8IOcflDf 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GbuoSmilhKline 
Ms. Sharon Shapowal 


Food and Drug FAX/E-maii 

Administration 

Dr. Helen Sullivan 


GENERAL MEMOSNDUiS 
SUBTYPES: Other 
SUBTYPES: Other 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes - 


H/tU/2009 10:33:46 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DATE: APPLICATION: SER/SUPP/SEQ 0 : RE LINE: 

OS-Ocl-2007 BLA 125259; Cervarix 

BLA 125259 Comment/Information Request 

CMC 
Other 



FROM: 


TO: 


COMMUNICATION: DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Dr. Muhammad 
Shahabuddin, Ph.D. 


GlaxoSmithKline 
Ms.WeiningL.Hu 


FAX/E-maii COMMENT^ 

SUBTYPES: CMC; Other 
SUBTYPES: CMC; Other 



DESCRIPTION: 



DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION 

No 

DATE: APPLICATION: SER/SUPP/SEQ fc RE LINE: 

09-Oct-2007 BLA 125259 ~ Cervarix ~ ~~ ' 

Comment/Information Request 
Other 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Mrs. Helen Sullivan 


GlaxoSmithKline 
Ms. Sharon Sbapowal 


FAX/E-mail 


COMSNWOSfiON REQUEST 
SUBTYPES: Other 
SUBTYPES: Other 



DESCRIPTION: 



DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DOC ID: 

810adfe6 



PC COMPLETED: DATE REFERENCED: 

Yes 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: DOC ID: 

09-Oct-2007 BLA 125259; Cervarix ~* 810c4c4e 

BLA 125259 General Memorandum 

CMC 
Other 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


GENERAL MEMORANDUM 


Ms.WeiningL.Hu 


Administration 




SUBTYPES: CMC; Other 




Dr. Muhammad 




SUBTYPES: CMC; Other 




Shahabuddin, Ph.D. 




SUBINDEXING: 








Lot Number: AHPVA0I8A 








Lot Number: AHPVA019A 








Lot Number: AHPVA024A 








Lot Number: AP16CPA035 








Lot Number: API6CPA036 








Lot Number: AP16CPA037 








Lot Number; API8CPA029 . 








Lot Number: API8CPA030 








Lot Number: AP18CPA03I 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



0M)c|.2007 BLA 125259 



Cervarix 

Comment/Information Request 
Other 



8!0aelal 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Dr. Helen Sullivan 


GlaxoSmithKline 
Ms, Sharon Shapowal 


FAX/E-mail 


CMfNTlFOMfiON REQUEST 
SUBTYPES: Other 
SUBTYPES: Other 



DESCRIPTION: 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ0: RE LINE: 


DOC ID: 


lO-Oct-2007 BLA 125259 


Cervarix 

General Memorandum 
Meeting Agenda or Details, 


8)0d5808 


FROM: 


TO: COMMUNICATION: DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Mrs. Helen Sullivan 


GlaxoSmithKline FAX/E-mail* GENERAL MEMoSnDUM 
Ms. Sharon Shapowal SUBTYPES: Meeting Agenda or Details 

SUBTYPFS" Meeting Appnda nr Details 




DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SDPP/SEQ#: RE LINE: 


DOC ID: 



IO-Oct-2007 BLA 125259; 
BLA 125259 



Cervarix 

General Memorandum 
Meeting Agenda or Details 
Meeting Request 



8IOd576d 



FROM: 


TO: 


COMMUNICATION: DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Mrs. Helen Sullivan 


GlaioSmithKline 
Ms. Sharon Shapowal 


FAX/E-maii GENEIUL MEMORANDUM 

SUBTYPES: Meeting Request; Meeting Agenda or Details 
SUBTYPES: Meeting Request; Meeting Agenda or Details 



DESCRIPTION: 



1 1/10/2009 10:33:46 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: 


SER/SUPP/SEOJ: 


RE LINE: 


DOC ID: 


IO-Oct-2007 BLA 125259 




Cervarix 

General Memorandum 
Meeting Agenda or Details 


8IOd57e5 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaioSmithKline 

M<i Sfunin Shunnwal 


Food and Drug 
Administration 
Dr. Helen Sullivan 


FAX/E-mail 


GENERAL MEMORANDUM 

jud i i rco. Meeting Agenaa or uciaus 
SUBTYPES: Mating Agenda or Details 


DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: 


MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 






Yes 


DATE: APPLICATION: 


SER/SUPP/SEOJ: 


RE LINE: 


DOC ID: 


IO-Oct-2007 BLA 125259 




Cervarix 

General Memorandum 
Meeting Agenda or Details 


8 10b! 171 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug 
Administration 
Dr. Helen Sullivan 


FAX/E-mail 


GENERAL MEMORANDUM 

SUBTYPES: Meeting Agenda or Details 
SUBTYPES: Meeting Agenda or Details 



DESCRIPTION: 



DESCRIPTORS: 



1 1/10/2009 10:33:46 AM 
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CARDS CHRONOLOGY REPORT 


REPORT DATE RANGE All 


ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


nor in- 

UlA. lu. 


IO-Oct-2007 BLA 125259 


Cervarix 


8 1 0b 1116 




General Memorandum 






Meeting Agenda or Details 




FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 


Food and Drug 


GlaxoSmithKline FAX/E-mail 


GENERAL MEMORANDUM 


Administration 


Ms. Sharon Shapowal 


SUBTYPES: Meeting Agenda or Details 


Mrs. Helen Sullivan 




SUBTYPES: Meeting Agenda or Details 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: 


MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 




Yes 


IHTL'- 4 DDI If I Tift V. 

UAIL: ArrLltAIIUIN: 


SER/SUPP/SEQU: RE LINE: 


DOC ID: 


ll-Ocl-2007 BLA 125259 


Seq#:OOI8 Cervarix Seq #: 0018 


810acb89 




Response to FDA Request/Comment 




Clinical 




FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaioSmilhkline 


Food and Drug Correspondence 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Matthew Whitman 


Administration 


SUBTYPES: Clinical 




Dr. Norman Baylor, Ph.D. 


SUBTYPES: Clinical 


DESCRIPTION: 






DESCRIPTORS: 






ESG; ECTD 






ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


Yes 




Yes 


11/10/2009 10:33:46 AM 




Page: 61 of 299 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DATE: APPLICATION: SER/SUPP/SEQ «: RE LINE: 



DOC ID: 



I2-Oct-2007 BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 



8IOb43al 



FROM: 



DESCRIPTION: 



DESCRIPTORS: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline " FAXSiaii WiSMimimW^^ 

Administration Ms. Sharon Shapowal SUBTYPES: Clinical 

Dr. Helen Sullivan SUBTYPES: Clinical 

Protocol: 580299/013 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SEK/SUPP/SEQ #: RE LINE: 



DOC ID: 



I5-Oct-2007 BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 



8I0b6e2d 



FROM: 



DESCRIPTION: 



DESCRIPTORS: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline FAX/EhS COMMENf^ 

Administration Mr. Matthew Whitman SUBTYPES: Clinical 

Dr. Helen Sullivan SUBTYPES: Clinical 

Protocol: 208141/005 (HSV-007) 
Protocol: 208141/016 
Protocol: 208141/017 
Protocol: 580299/008 



11/10/2009 10:J3:46 AM 
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CARDS CHRONOLOGY REPORT 


REPORT DATE RANGE All 


ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQtf: RE LINE: 


DOC ID: 


ISOct-2007 BLA 125259 


Cervarix 

General Memorandum 
Meeting Agenda or Details 


tsiuaauoc 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Mrs. Helen Sullivan 


GlaxoSmithKline FAX/E-mail 
Ms. Sharon Shapowal 


GENERAL MEMORANDUM 

oudi i rcj. ivieeiing Agenda or ueiaus 
SUBTYPES: Meeting Agenda or Details 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


IS-Ocl-2007 BLA 125259 


Cervarix 810d9c27 
Response to FDA Request/Comment 
Clinical 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaioSmithkline 
Ms. Sharon Shapowal 


Food and Drug FAX/E-mail 

Administration 

Dr. Helen Sullivan 


RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: Clinical 
SUBTYPES: Clinical 

Protocol: 208141/005 (HSV-007) 

Protocol: 208141/016 

Protocol: 208141/017 

Protocol: 580299/008 


DESCRIPTION: 






DESCRIPTORS: 
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CARDS CHRONOLOGY REPORT REPORT DATE RANGE All 



ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SIPP/SEQ#: RE LINE: 






DOC ID: 


IS-Oct-2007 BLA 125259 


Cervarix 

Comment/Information Request 
Clinical 






810b6de7 


FROM: 


TO: COMMUNICATION: 


D0CTYPE& SUBTYPE: 






rflftft Qflfl Hriid 

ruuu aiiu uruc 

Administration 
Dr. Helen Sullivan 


riawnSmifhli line EAY/F mail 

uiaxodmunMine MA/L-man 
Ms. Sharon Sbapowal 


LuMMhN 1/INrURMA I ION KhQUEST 
SUBTYPES: Clinical 
SUBTYPES: Clinical 






DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 






DOC ID: 


I6-Ocl-2007 BLA 125259 


Cervarix 

Comment/Information Request 
Other 






8IOb8186 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 






Food and Drug 
Administration 


ClaxoSmithKline FAX/E-mail 


COMMENT/INFORMATION REQUEST 







COMMENT/INFORMATION REQUEST 
SUBTYPES: Other 
SUBTYPES: Other 



DESCRIPTION: 
DESCRIPTORS: 



11/10/2009 10:33:46 AM 



Page: 64 of 299 



CARDS CHRONOLOGY REPORT REPORT DATE RANGE All 



ELECTRONIC MEDIA: 


MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


16-OCL2O07 BLA 125259 


Scq#: 0019 Cervarix Seq #: 0019 


BIQbOcdi 




General Correspondence 






Other 





^OM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



Gla*oSmilhKline Food and Drug Correspoodence GENERAL COM'SPONDENCE 

Ms. Teresa Ward Administration SUBTYPES: Other 

Ms. Mary Malarkey SUBTYPES: Other 



DESCRIPTION: 

GSK provided responses to the observations listed on the Form FDA 483 dated September 21, 2007 

DESCRIPTORS: 

ESG; ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION 

Yes 

DATE: APPLICATION: SER/S UPP/SEQ fl: RE LINE: 

I6-Oct-2007 BLA 125259; Cervarix 

BLA '25259 Response to FDA Request/Comment 

CMC 
Other 



OC COMPLETED: DATE REFERENCED: 

Yes 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaioSmithKline 
Ms.WeiningL.Hu 



Food and Drug 
Administration 
Dr. Muhammad 
Shahabuddin, Ph.D. 



FAX/E-mail IlESPONSETO'™ 

SUBTYPES: CMC; Other 
SUBTYPES: CMC; Other 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 



11/10/2009 10:33:46 AM 



OC COMPLETED: DATE REFERENCED: 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



No y es 
DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: DOC ID: 



16-Ocl-2007 BLA 125259; Cervarix 810c4e9b 

BLA 125259 Comment/Information Request 

CMC 
Other 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

Food and Drug GiawSmithiSe FAX/EM MENTMOMfiONlpSf" 

Administration Ms. Weining L Hu SUBTYPES: CMC; Other 

Dr. Muhammad SUBTYPES: CMC; Other 

Shahabuddin.Ph.D. 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: PC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: DOC ID: 

I6-Oct-2007 BLA 125259 Cervarix ~ JJiiJJJJ 

General Memorandum 
Other 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

CiaxoSmiihKline Food and Drug ffiBSS SIKlWMOSNDUM' 

Administration 

GENERAL MEMORANDUM 
SUBTYPES: Other 
SUBTYPES: Other 



DESCRIPTION: 
DESCRIPTORS: 
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ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 


OC COMPLETED: 

Yes 


DATE REFERENCED: 


h4TL"< t DPI If iTIAV. 

IMIr,: ArrulAIIU!N: 


SER/SUPP/SEQU: RE LINE: 




DOC ID: 


lo-Ucl-iUU/ BLA laar, 
BLA 125259 


Cervarix 

General Memorandum 

Advisory Committee Meeting 
Other 


8IOdalce 


FROM: 


TO* fflMMUMf ATIftN- 


DOCTYPE & SUBTYPE: 




GlaxoSmithKlihe 
Ms. Sharon Sbapowal 


Food and Drug FAX/E-mail 

Administration 

Dr. Helen Sullivan 


GENERAL MEMORANDUM 

SUBTYPES: Other; Advisory Committee Meeting 
SUBTYPES: Other; Advisory Committee Meeting 




DESCRIPTION: 
DESCRIPTORS: 








ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPF/SEQ #: RE LINE: 




DOC ID: 


18-Oct-2007 BLA 125259 


Cervarix 

General Memorandum 
Meeting Agenda or Details 




8IObf6ed 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GiaxoSmithKline 
Ms. Sharon Sbapowal 


Food and Drug FAX/E-mail 

Administration 

Dr. Helen Sullivan 


GENERAL MEMORANDUM 

SUBTYPES: Meeting Agenda or Details 
SUBTYPES: Meeting Agenda or Details 




DESCRIPTION: 
DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: 


DATE REFERENCED: 


11/10/2009 10:33:47 AM 
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No 






Yes 




DATE: APPLICATION: 


SER/SUPP/SEQ #: 


RE LINE: 




DOC ID: 


IS-Ocl-2007 BLA 125259; 

BLA 125259; 
BLA 125259 




Cervarix 

Comment/Information Request 
Efficacy 
Other 
Safety 




8IOcalca 


FROM: 


TO: 


COMMUNICATION: DOCTYPE & SUBTYPE: 







Food and Drug GlaxoSmithKline TeiephoDVCon^eSion c6mmM 

Administration Dr. Vincent I. Ahonkhai, SUBTYPES: Other; Safety; Efficacy 

Dr. Norman Baylor, Ph.D. M.D. SUBTYPES: Other; Safety; Efficacy 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



I8-Oct-2007 BLA 125259 



FROM: 



GlaxoSmithKline 
Ms.WeiningL.Hu 



Cervarix 

General Teleconference 
CMC 



8IOc4ef8 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Dr. Muhammad 
Shahabuddin, Ph.D. 



Telephone Conversation 



GENERAL TELECONFERENCE 
SUBTYPES: CMC 
SUBTYPES: CMC 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 
1 1/10/2009 10:33:47 AM 



PC COMPLETED: DATE REFERENCED: 
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REPORT DATE RANGE All 





No 




Yes 




DATE: 


APPLICATION' 






DOC ID: 


l9.Oct.2007 


BLA 125259; 
BLA 125259 


Cervarix 

General Memorandum 

Advisory Committee Meeting 
Other 




8IOda21c 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Mrs. Helen Sullivan 



DESCRIPTION: 
DESCRIPTORS: 



GlaxoSmithKline FAX/E-mail GENERAL MEMO^NDUM 

Ms. Sharon Shapowal SUBTYPES: Other; Advisory Committee Meeting 

SUBTYPES: Other; Advisory Committee Meeting 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



I9-OCI-2007 BLA 125259 Seq#:0020 Cervarix Seq #: 0020 

Amendment to Pending Application 
CMC 



810bbde3 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


Correspondence 


AMENDMENT f <5 PENDiNG APPLICATION 


Ms.WciningL.Hu 


Administration 




SUBTYPES: CMC 




Dr. Norman Baylor, Ph.D. 




SUBTYPES: CMC 



DESCRIPTION: 

GSK amended the e-CTD for the BLA with complete responses to questions communicated in FDA e-mails received on October 1 and September 7. 

DESCRIPTORS: 

l:SG; ECTD 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



1 1/10/2009 10:33:47 AM 
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DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


22-Oct-2007 BLA 125259 


Cervarix 

Comment/Information Request 
Other 




8IOdbb94 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Mrs. Helen Sullivan 


GlaxoSmithKline FAX/E-mail 
Ms. Sharon Shapowal 


COMMENT/INFORMATION REQUEST 
SUBTYPES: Other 
SUBTYPES: Other 




DESCRIPTION: 
DESCRIPTORS: 








ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




UUt 11): 


22.Oct.2007 BLA 125259 


Cervarix 

General Memorandum 
Other 




81Uc0909 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug FAX/E-mail 

Administration 

Dr. Helen Sullivan 


GENERAL MEMORANDUM 
SUBTYPES: Other 
SUBTYPES: Other 




DESCRIPTION: 
DESCRIPTORS: 








ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 




OC COMPLETED:. DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 



1 1/10/2009 10:33:47 AM 
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24-OCI-2007 BLA 125259 



Cervarix 

General Teleconference 
Other 



8IOc3864 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaioSmithKline 


Food and Drug 


Teltphone Conversation 


mralteleconfeInce 


Ms. Sharon Shapowal 


Administration 




SUBTYPES: Other 




Ms. Robin Levis 




SUBTYPES: Other 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQfc RE LINE: 



DOC ID: 



244CI-2007 BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 



8IOcd9lf 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaioSmithKline FASS-m'ail *""" COMlS^ 

Administration Mr. Matthew Whitman SUBTYPES: Clinical 

Dr. Helen Sullivan SUBTYPES: Clinical 

Protocol: 100409 
Protocol: 104888 
Protocol: 106068 
Protocol: 107509 
Protocol: 249553/004 
Protocol: 269814/004 
Protocol: 269814/005 
Protocol: 2885-001 
Protocol: 2885-003 
Protocol: 2885-006 
Protocol: 2885-008 
Protocol: 2885-009 
Protocol: 2885-010 
Protocol: 2885-01 1 
Protocol: 5023-001 
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Protocol: M00026/0I6 
Protocol: SWOG9035 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



25-OCI-2W7 BLA 125259 



FROM: 



GlaxoSmithkline 
Ms.WeiningL.Hu 



Cervarix 

General Memorandum 
CMC 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Dr. Muhammad 
Shahabuddin, Ph.D. 



FAX/E-n 



GENERAL MEMORANDUM 
SUBTYPES: CMC 
SUBTYPES: CMC 



8IOc4fad 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



QC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



2M)c|.2Q07 BLA 125259 Seq#: 0021 Cervarix Seq #: 0021 

Response to FDA Request/Comment 
Clinical 



810c2048 



FROM: 



GlaioSmiihKiine 
Ms. Sharon Shapowal 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Dr. Norman Baylor, Ph.D. 



Correspondence 



RE S PONS E TO FD A R£Q0eW/c6 MM ENT 
SUBTYPES: Clinical 
SUBTYPES: Clinical 



1 1/10/2009 10:33:47 AM 
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REPORT DATE RANGE All 



Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 

ESG; ECTD 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


Yes 


Yes 


DATE: APPLICATION: SER/SUPP/SEQ* RE LINE: 


DOC ID: 


29-Ocl-2007 BLA 125259; Cervarix 


8IOca389 


BLA 125259; General Teleconference 


BLA Advisory Committee Meeting 





BLA 125259 Clinical 
Other 
Safety 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaioSmithKline 
Dr. Vincent 1. Ahonkhai, 
M.D. 


Food and Drug 
Administration 
Dr. Norman Baylor, Ph.D. 


Telephone Conversation 


GENERAL TELECONFERENCE 

SUBTYPES: Other; Clinical; Safety; Advisory Committee Meeting 
SUBTYPES: Other; Clinical; Safety; Advisory Committee Meeting 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: OC COMPLETED: DATE REFERENCED: 



No 



JQ-Oct.2007 BLA 125259; Cervarix 

BLA 125259; Response to FDA Request/Comment 

HLA 125259 Advisory Committee Meeting 

Efficacy 
Safetv' 



1 1/10/2009 10:33:47 AM 



Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft: RE LINE: D0C ,p. 



8IOca2ac 



MOM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
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GlaxoSmithKline Food and Drug 
Dr. Vincent I. Ahonkhai, Administration 
M.D. Dr. Norman Baylor, Ph.D. 



Telephone Conversation RESPONSE TO FDA REQUEST/COMMENT 

SUBTYPES: Safety; Advisory Committer Meeting; Efficacy 
SUBTYPES: Safety; Advisory Committee Meeting; Efficacy 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



Ol-Nov-2007 BLA 125259 Seq#: 0022 Cervarix Seq #: 0022 

Response to FDA Request/Comment 
Clinical 



8IOba95l 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GbuoSmithKline Food and Drug 
Mr. Matthew Whitman Administration 

Dr. Norman Baylor, Ph.D. 



Correspondence RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: Clinical 
SUBTYPES: Clinical 



DESCRIPTION: 



DESCRIPTORS: 

ESG; ECTD 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



07-Nov-2007 BLA 125259 



Cervarix 

Comment/Information Request 
Other 



8IOd4734 



FROM: 



11/10/2009 10:33:47 AM 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline FAX/E-mail COMMENf/fN 

Administration Ms. Sharon Shapowal SUBTYPES: Other 

Dr. Helen Sullivan SUBTYPES: Other 
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REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ#: RE LINE: 



DOC ID: 



07.Nov-2007 BLA 125259 



DESCRIPTION: 



DESCRIPTORS: 



Cervarix 

Response to FDA Request/Comment 
Clinical 



8IOdf48f 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Ms. Sharon Shapowal 


Administration 




SUBTYPES: Clinical 




Dr. Helen Sullivan 




SUBTYPES: Clinical 








Protocol: 208141/017 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



QC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQfl: RE LINE: 



DOC ID: 



OH-Nov-2007 BLA 125259; 

BLA 125259 



Seq#:0023 Cervarix Seq #: 0023 

Amendment to Pending Application 
CMC 
Labeling 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug Correspondence AMENDS 

Ms. Weining L Hu Administration SUBTYPES: CMC; Labeling 

Dr. Norman Baylor, Ph.D. SUBTYPES: CMC; Labeling 



8IOdl78d 



1 1/10/2009 10:33:47 AM 
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DESCRIPTION: 

GSK amended the pending BLA to provide updated immediate container and carton labeling, in addition to potency data previously provided in the October 25th e-mail in addition. 



DESCRIPTORS: 

ESG; ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


I2-Nov-2007 BLA 125259 


Cervarix 

General Memorandum 
CMC 




810d8a84 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE; 




GlaxoSmithKline 


Food and Drug FAX/E-mail 
Administration 


GENERAL MEMORANDUM 
SUBTYPES: CMC 
SUBTYPES: CMC 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


I3-Nov-2007 BLA 125259; 

BLA 125259 


Cervarix 

Comment/Information Request 
Clinical 
Other 




810db89b 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Mrs. Helen Sullivan 


GlaxoSmithKline FAX/E-mail 
Ms. Sharon Shapowal 


COMMENT/INFORMATION REQUEST 
SUBTYPES: Other; Clinical 
SUBTYPES: Other; Clinical 




DESCRIPTION: 


11/10/2009 10:33:47 AM 
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DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



13-Nov-2007 BLA 125259 



Cervarix 

General Memorandum 
Meeting Agenda or Details 



81!17c9a 



FROM: 


TO: 


COMMUNICATION: DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Mrs. Helen Sullivan 


GlaxoSmithKline 
Ms. Sharon Shapowal 


FAX/E-maii GENERAL mSoRANDUM 

SUBTYPES: Meeting Agenda or Details 
SUBTYPES: Meeting Agenda or Details 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No ' Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: 


RE LINE: D0C1D: 


13-Nov-2007 BLA 125259; 

BLA 125259 




Response to FDA Request/Comment 
Clinical 
Other 


FROM: 


TO: 


COMMUNICATION: DOCTYPE & SUBTYPE: 


GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug 
Administration 
Dr. Helen Sullivan 


fMSS' RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: Other; Clinical 
SUBTYPES: Other; Clinical 



DESCRIPTION: 
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REPORT DATE RANGE All 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



13-Nov-2007 BLA 125259; 

BLA 125259 



FROM: 



Food and Drug 
Administration 
Mrs. Helen Sullivan 



Cervarix 

Comment/Information Request 
Clinical 
Other 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



"'GiaxSithKiine MSS COMMENT/INFORMATION REQUEST 
Ms. Sharon Shapowal SUBTYPES: Other; Clinical 

SUBTYPES: Other; Clinical 



81 1 17d5d 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 
Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 



13-Nov-2007 BLA 125259; 

BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Clinical 
Other 



81 1 I7dl 1 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKlinc 
Ms. Sharon Shapowal 



" Fiodind Drug FAX/53 RESPONSE TO FDA REQUEST/COMMENT 
Administration SUBTYPES: Other; Clinical 

Dr. Helen Sullivan SUBTYPES: Other; Clinical 



DESCRIPTION: 



DESCRIPTORS: 
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ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPUTED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ »: RE LINE: 



I4-Nov-2007 BLA 125259 SeqM024 Cervarix Seq 0024 

Response to FDA Request/Comment 
N/A 



DOC ID: 



FROM: . 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



"GiaxoSmithkline Food and Drug Correspondence 
Mr. Matthew Whitman Administration 

Dr. Norman Baylor, Ph.D. 



RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 

GSK amended the BLA to provide a partial response received from Ms. Helen Gemignani on 



DESCRIPTORS: 

ESG; ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ I: RE LINE: 



DOC ID: 



16-Nov-2007 BLA 125259; 

BLA 125259; 
BLA 125259 



Cervarix 

General Memorandum 
Clinical 

Meeting Request 
Other 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



'GlixoSmiihKiine Food and Drug FAX/E-mail 
Ms, Sharon Shapowal Administration 
Dr. Helen Sullivan 



GENERAL MEMORANDUM 

SUBTYPES: Other; Meeting Request; Clinical 
SUBTYPES: Other; Meeting Request; Clinical 



DESCRIPTION: 



DESCRIPTORS: 
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REPORT DATE RANGE All 



ELECTRONIC MEDIA: MISINFORMATION: 

No 



PC COMPLETED: HATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ*: RE LINE: 



21-Nov-2007 BLA 125259 Seq#: 0025 



Cervarix Seq #: 0025 
Amendment to 
CMC 



lication 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Ms. Weining L. Hu 



Food and Drug 
Administration 
Dr. Norman Baylor, Ph.D. 



Correspondence 



'"Mndment to pending application 
subtypes: cmc 
subtypes: cmc 



DOC ID: 



810e25bb 



DESCRIPTION: 

GSK Biologicals ratnpleted the QC check of the CMC sections. For ease of review, the inaccuracies or typographical more identified are tabulated and submitted in Module 1. 1 1.1 "Quality 

Information Amendment" of the pending BLA. 

DESCRIPTORS: 

ESG 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



26-Nov-2007 BLA 125259; 

BLA 125259; 
BLA 125259 



Cervarix 

General Memorandum 
Clinical 
CMC 
Labeling 



81118450 



FROM: 



TO: 



COMMUNICATION: 



GlaxoSmithKline 
Ms. Sharon Shapowal 



Food and Drug 
Administration 
Dr. Helen Sullivan 



FAX/E-mail 



doctype & subtype: 

ItolImoSndum'" 



SUBTYPES: CMC; Clinical; Labeling 
SUBTYPES: CMC; Clinical; Labeling 



DESCRIPTION: 



DESCRIPTORS: 
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ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMTLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



28-Nov-2007 BLA 125259; 

BLA 125259; 
BLA 125259; 
BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 
CMC 
Labeling 
Other 



81118490 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 


Food and Drug 
Administration 
Mrs. Helen Sullivan 


GlaxoSmithKline 
Ms. Sharon Shapowal 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 
SUBTYPES: CMC; Other; Clinical; Labeling 
SUBTYPES: CMC; Other; Clinical; Labeling 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APPLICATI ON: SER/SUPP/SEQ ft RE LINE: D0C1D: 

28-Nov-2007 BLA 125259 Cervarix 810ec996 

General Memorandum 
Other 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

GiaxoSrn'iihKlin'e WandDrug fMSi MRALSmMNDUM" 
Ms. Sharon Shapowal Administration SUBTYPES: Other 

Dr. Helen Sullivan SUBTYPES: Other 



DESCRIPTION: 



DESCRIPTORS: 
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REPORT DATE RANGE All 


ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQfc RE LINE: 


DOC ID: 


03-Dec-2007 BLA 125259; 

BLA 125259 


Ce™ 8llld97a 
Response to FDA Request/Comment 
Clinical 
Other 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug FAX/E-mail 

Administration 

Dr. Helen Sullivan 


RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: Other; Clinical 
SUBTYPES: Other; Clinical 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQH: RE LINE: 


DOC ID: 


04-Dec-2007 BLA 125259; 

BLA 125259 


Cervarix 

Comment/Information Request 
Clinical 
Other 


8llldl3l 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Mrs. Helen Sullivan 


Gla7oSmithKiine FAX/E-maii 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: Other; Clinical 
SUBTYPES: Other; Clinical 


DESCRIPTION: 






DESCRIPTORS: 
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RFPORT IHTF RANGE All 




ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


04-Dec-2007 BLA 125259; 

BLA 125259 


Cervarix 

General Memorandum 
Clinical 
Other 




810Ob63 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug FAX/E-mail 

Administration 

Dr. Helen Sullivan 


GENERAL MEMORANDUM 
SUBTYPES: Other; Clinical 
SUBTYPES: Other; Clinical 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 


OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


07-Dec-2007 BLA 125259; 
BLA 125259 


Cervarix 

Comment/Information Request 
Other 
Safety 




8IO(9b43 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Dr. Helen Sullivan 


GlaxoSmithKline FAX/E-maii 
Ms. Sharon Shapowal 


CMOTMOMfiON REQUEST 
SUBTYPES: Other; Safety 
SUBTYPES: Other; Safety 




DESCRIPTION: 








DESCRIPTORS: 
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ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #; RE LINE: 




norm- 


07-Dec-2007 BLA 125259; 

BLA 125259 


Cervarix 

General Memorandum 
Other 
Safety 




81 fifth? 1 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 




GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug FAX/E-mail 

Administration 

Dr. Helen Sullivan 


GENERAL MEMORANDUM 
SUBTYPES: Other; Safety 
SUBTYPES: Other; Safety 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


07-Dcc-2007 BLA 125259 


Cervarix 

Comment/Information Request 
Safety 




811 lda!7 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Mrs. Helen Sullivan 


GlaxoSmithKline FAX/E-mail' 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: Safety 
SUBTYPES: Safety 




DESCRIPTION: 








DESCRIPTORS: 


l 







ELECTRONIC MEDIA: MEDIA INFORMATION: 
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REPORT DATE RANGE All 




No 




Yes 




DATE: APPLICATION: SER/SUPP/SEQ ft 


RE LINE: 




DOC ID: 


lO-Dec-2007 BLAI2S259 


Cervarix 

General Memorandum 
Meeting Agenda or Details 




8111013 



FROM; TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

'FiidandDrag MmithKline USSS gSMMmmm 

Administration Ms. Sharon Shapowal SUBTYPES: Meeting Agenda or Details 

Mrs. Helen Sullivan SUBTYPES: Meeting Agenda or Details 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



IO-Dec-2007 BLA 125259 



Cervarix 

General Memorandum 
Meeting Agenda or Details 



8111124a 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Ms. Sharon Shapowal 



Food and Drug 
Administration 
Dr. Helen Sullivan 



IMS GENERAL MEMORANDUM 

SUBTYPES: I 
SUBTYPES: Meeting Agenda or Details 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 
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DATE! APPLICATION: SER/SUPP/SEQ I RE LINE: 



REPORT DATE RANGE All 

DOC ID: 



ll-Dec-2007 BLA 125259 Cervarix 

General Memorandum 
Meeting Agenda or Details 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 




Food and Drug 
Administration 
Ms. Robin Levis 


GlaxoSmithKline 
Ms. Sharon Shapowal 


FAX/E-mail 


GENERAL MEMORANDUM 
SUBTYPES: Meeting Ager 
SUBTYPES: Meeting Ager 


idaor Details 
ida or Details 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 
Yes Yes 

DATE: APPL ICATION: SER/SUPP/SEQ #: RE LINE: D0C1D: 

ll-Dec-2007 BLA 125259 Cervarix 8lllf39a 

General Memorandum 
Meeting Agenda or Details 



FROM: 



Food and Drug 
Administration 
Mrs. Helen Sullivan 



DESCRIPTION: 
DESCRIPTORS: 



TO: 



GlaxoSmithKline 
Ms. Sharon Shapowal 



COMMUNICATION: DOCTYPE & SUBTYPE: 

FAX/E-mail G§ERALM16^'n™ 

SUBTYPES: Meeting Agenda or Details 
SUBTYPES: Meeting Agenda or Details 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



ll-Dec-2007 BLA 125259; 



Cervarix 



8IOfc9Q 
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REPORT DATE RANGE All 



BLA 125259 


General Memorandum 
Meeting Agenda or Details 
Other 


FROM: 


TO: COMMUNICATION: DOCTYPE & SUBTYPE: 


PluvnSmifhKlinc 

UldAUOlHIMIIMIlIC 

Ms. Sharon Shapowal 


Food JmdDrag FAX/E-maii GENERAL MEMO^SUM 

Administration SUBTYPES: Other; Meeting Agenda or Details 
Dr. Helen Sullivan SUBTYPES: Other; Meeting Agenda or Details 


DESCRIPTION: 




DESCRIPTORS: 




ELECTRONIC MEDIA: MEDIA INFORMATION: ()C COMPLETED: DATE REFERENCED: 

No Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: D0C,D: 


ll-Dec-2007 BLA 125259 


Cervanx » lb 
Response to FDA Request/Comment 
Other 


FROM: 


TO: COMMUNICATION: DOCTYPE & SUBTYPE: 


GlaxoSmithKline 
Ms. Sharon Shapowal 


FoSa'n'dDr'ug FAXS-mail RESPONSE TO FDA REQUEST/COMMENT 
Administration SUBTYPES: Other 
Ms. Robin Levis SUBTYPES: Other 


DESCRIPTION: 




DESCRIPTORS: 




ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: D0CID: 


ll-Dcc-2007 BLA 125259 


Cervarix 

General Memorandum 
Meeting Agenda or Details 


11/10/2009 10:33:47 AM 
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REPORT DATE RANGE All 



FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




, . Food and Drug. .... 
Administration 
Dr. Helen Sullivan 


. .GlaxoSmithKline FAX/E-mail 
Ms. Sharon Shapowal 


GENERAL MEMORANDUM 

SUBTYPES: Meeting Agenda or Details 
SUBTYPES: Meeting Agenda or Details 


DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


ll-Dec-2007 BLA 125259; 

BLA 125259 


Cervarix 

General Memorandum 
CMC 

Meeting Agenda or Details 




oiii nor. 
81 IIIZ8C 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug FAX/E-mail 

Administration 

Dr. Helen Sullivan 


GENERAL MEMORANDUM 
SUBTYPES: CMC; Meeting Ag 
SUBTYPES: CMC; Meeting Ag 


enda or Details 
enda or Details 


DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


ll-Dec-2007 BLA 125259 


Cervarix 

Comment/Information Request 
Safety 




8I0fcbec 
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REPORT DATE RANGE All 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Dr. Helen Sullivan 



1SSSSHS FAX /E-mail COMMENT/INFORMATION REQUEST 
Ms. Sharon Shapowal SUBTYPES: Safety 

SUBTYPES: Safety 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



13-Dcc-2007 BLA 125259 Seq#: 0026 Cervarix Seq #: 0026 

Response to FDA Request/Comment 
N/A 



810fcb25 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


Correspondence 


RESPONSE TO FDA i^QUEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Dr. Norman Baylor, Ph.D. 




SUBTYPES: N/A 



DESCRIPTION: 

GSK amended the BLA to provide a further response to questions received on Aug 21, 2007, specifically Questions I and 3a and 3d. This completes the response to the August 21 questions. 



DESCRIPTORS: 

ESG: ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



I4-Dec-2007 BLA 125259; 

BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Clinical 
Safety 



81 !688ae 



FROM: 



TO. 



COMMUNICATION: DOCTYPE & SUBTYPE: 
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REPORT DATE RANGE All 



'GlaxoSmithKiine Food and Drug FAX/E-mail 
Ms. Sharon Shapowal Administration 
Dr. Helen Sullivan 



""RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: Clinical; Safety 
SUBTYPES: Clinical; Safety 

Protocol: 100409 

Protocol: 104888 

Protocol: 106068 

Protocol: 107509 

Protocol: 249553/004 

Protocol: 269814/004 

Protocol: 269814/005 

Protocol: 2885-001 

Protocol: 2885-003 

Protocol: 2885-006 

Protocol: 2885-008 

Protocol: 2885-009 

Protocol: 2885-010 

Protocol: 2885-011 

Protocol: 5023-001 

Protocol: 732461/002 

Protocol: M00026/OI6 

Protocol: SWOG0016 

d,ma^i. eu/nnon-K 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



PC COMPLETED: DATE REFERENCED: 

Yes 



DOC ID: 



14-Dec-2007 BLA 125259; 

BLA 125259; 
BLA 125259; 
BLA 125259 



FROM: 



Food and Drug 
Administration 
Dr.LorisD.McVittie, 



Cervarix 

Complete Response Letter 
Clinical 
CMC 
Safety 



8l24e96a 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKiine 
Ms. Sharon Shapowal 



' ■ Corresp^iiience COMPLETE RESPONSE LETTER 

SUBTYPES: CMC; Clinical; Statistical; Safety 
SUBTYPES: CMC; Clinical; Statistical; Safety 



1 1/10/2009 10:33:47 AM 
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Protocol 


103514 


Protocol 


104772 
104820 


Protocol 
Protocol 


108933 


Protocol 


580299/001 


Protocol 


580299/007 


Protocol 


580299/008 


Protocol 


580299/009 


Protoco 


580299/012 


Protoco 


580299/013 



REPORT DATE RANGE All 



Ph.D. 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: flCCQMHfflffi DATE REFERENCED: 

Yes Yes 



D ATE: APPLICATION: SER/SUPP/SEQ0: RE LINE: D0C1D: 

20-Dec-2007 BLA 125259; Cervarix 8110aa4d 

BLA 125259 General Teleconference 

Efficacy 
. Safety 



FR0 M: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

"GlaxoSmithKline Food and Drug Td^meToiwcmtion GENEFSl TELECONFERENCE 
Dr. Clare Kahn, Ph.D. Administration SUBTYPES: Safety; Efficacy 

Dr. Norman Baylor, Ph.D. SUBTYPES: Safety; Efficacy 

Protocol: 580299/008 



DESCRIPTION: 
DESCRIPTORS: 

ELECTRONICMEDjA; MEDIA INFORMATION: MB DATE REFERENCED: 

No ^ 

DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: D0CID: 
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REPORT DATE RANGE All 



20-Dec-2007 BLA 125259 


Seq#: 0027 


Cervarix Seq #: 0027 
Intent to File Amendment 
N/A 




8110485b 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 




riivn^mithk'linc 

Ms. Sharon Shapowal 


Food and Drug Correspondence 

Administration 

Dr. Norman Baylor, Ph.D. 


INTENT TO FILE AMENDMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 










DESCRIPTORS: 

ESG; ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 


OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQH: 


RE LINE: 




DOC ID: 


27-Dec-2007 BLA 125259; 

BLA 125259; 
BLA 125259; 
BLA 125259 




Cervarix 

General Memorandum 
Clinical 
Efficacy 
Other 
Safety 




81H0a9e 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKlinc 
Ms. Sharon Shapowal 


Food and Drug 
Administration 
Dr. Helen Sullivan 


FAX/E-mail 


geIralmemomndum 

SUBTYPES: Other; Clinical; Safety; Efficacy 
SUBTYPES: Other; Clinical; Safety; Efficacy 





DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 
11/10/2009 10:33:47 AM 



DOC ID: 
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REPORT DATE RANGE All 



31-Dec-20Q7 BLA 125259; 

BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Clinical 
Oilier 



811 IdOde 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REpST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: Other; Clinical 




Dr. Helen Sullivan 




SUBTYPES: Other; Clinical 



DESCRIPTION: 
DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



03.Jan.2008 BLA 125259 



Cervarix 

General Memorandum 
Meeting Agenda or Details 



81120276 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Mrs. Helen Sullivan 


GlaxoSmithKline 
Ms. Sharon Shapowal 


FAX/E-mail 


GENERAL MEMORANDUM 

SUBTYPES: Meeting Agenda or Details 
SUBTYPES: Meeting Agenda or Details 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



03-Jan-2008 BLA 125259; 

BLA 125259; 



Cervarix 

General Memorandum 



81 1 10a35 
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REPORT DATE RANGE All 



BLA 125259 



FROM: 



GlaxoSmithKline 
Ms. Sharon Shapowal 



TO: 



Clinical 

Meeting Agenda or Details 
Safety 



COMMUNICATION: DOCTYPE & SUBTYPE: 



""Sd and Drug FSS/EhS GENERAL MEMORANDUM 
Administration SUBTYPES: Clinical; Safety; Meeting Agenda or Details 

Dr. Helen Sullivan SUBTYPES: Clinical; Safety; Meeting Agenda or Details 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 

03Jan-2008 BLA 125259 Cervarix 

General Memorandum 
Meeting Request 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


GENERAL MEMORANDUM 


Ms. Sharon Shapowal 


Administration 




SUBTYPES: Meeting Request 


Dr. Helen Sullivan 




SUBTYPES: Meeting Request 



DESCRIPTION: 



DESCRIPTORS: 



DOC ID: 

8112021b 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 



DATE: A PPLICATION: SER/SUPP/SEQ ft RE LINE: DQCID: 

09-Jan-2008 BLA 125259 Cervarix 81122658 



General Memorandum 

Meeting Agenda or Details ^ 
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FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
FSanlDrig.' 1SSSSSS FAX^TE-maYl Mlu'lMO^NDUM 

Administration ' ' Ms. Sharon Shapowal SUBTYPES: Meeting Agenda or Details 

Mrs. Helen Sullivan SUBTYPES: Meeting Agenda or Details 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



09-Jan-2008 BLA 125259; 

BLA 125259; 
BLA 125259 



Cervarix 

General Memorandum 
Meeting Agenda or Details 
Other 
Safety 



811 I71el 



FROM; TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
Giax^miShkline FoodandDrug FAX/E-maii G§iElMO^NDUM 

Ms. Sharon Shapowal Administration SUBTYPES: Other; Safety; Meeting Agenda or Details 

Dr. Helen Sullivan SUBTYPES: Other; Safety; Meeting Agenda or Details 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


Yes 


Yes 


DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


10-Jan-2008 BLA 125259 Cervarix 


81 1226ca 


General Memorandum 




Meeting Agenda or Details 




11/10/2009 10:33:47 AM 


" Page: 95 of 299 
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FROM; TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

QSSSSSSSt Food and Drug mSS GENiALSO»M 
Ms. Sharon Shapowal Administration SUBTYPES: Meeting Agenda or Details 

Dr. Helen Sullivan SUBTYPES: Meeting Agenda or Details 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


lO-Jan-2008 BLA 125259 


Cervarix 

General Memorandum 
Other 




8tll7b21 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Dr. Helen Sullivan 


GlaxoSmithKline FAX/E-maii 
Ms. Sharon Shapowal 


GENERAL MEMORANDUM 
SUBTYPES: Other 
SUBTYPES: Other 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

. No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


14-Jan-2008 BLA 125259 


Cervarix 

General Memorandum 
Other 




8111 a948 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 


GlaxoSmithKiine FAX/E-maii 


GENERAL MEMOiUNDUM 




11/10/2009 10:33:47 AM 
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REPORT DATE RANGE All 



Administration 

Dr. Joseph J. Tcmenak 


Ms. Donna Boyce 


SUBTYPES: Other 
SUBTYPES: Other 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

No 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


16-Jan-2008 BLA 125259; 

BLA 125259; 
BLA 125259; 
BLA 125259 


Cervarix 

General Teleconference 
Clinical 
Efficacy 
Safety 
Statistical 


ol IjU/OI 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug Telephone Conversation 

Administration 

Dr. Helen Sullivan 


GENERAL TELECONFERENCE 

SUBTYPES: Clinical; Statistical; Safety; Efficacy 
SUBTYPES: Clinical; Statistical; Safety; Efficacy 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


16-Jan-2008 BLA 125259 


Cervarix 

General Memorandum 
Meeting Agenda or Details 


SI 12f0bf 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmiiikiine FAXl-maii 


GENERAL MEMORANDUM 


11/10/2009 10:33:47 AM 
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REPORT DATE RANGE All 



Administration 
Mrs. Helen Sullivan 


Mr. Matthew Whitman 


SUBTYPES: Meeting Agenda or Details 
SUBTYPES: Meeting Agenda or Details 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 


DOC ID: 


22-Jan-2008 BLA 125259; 
BLA 125259 


Cervarix 

General Memorandum 
Meeting Agenda or Details 
Safety 


8 1 1 2f0ee 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug FAX/E-mail 

Administration 

Dr. Helen Sullivan 


GENERAL MEMORANDUM 

SUBTYPES: Safety; Meeting Agenda or Details 
SUBTYPES: Safety; Meeting Agenda or Details 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


22-Jan-2008 BLA 125259; 

BLA 125259 


Cervarix 

Comment/Information Request 
Clinical 
Safety 


8 1 12e7e2 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


COMMENT/INFO^ 
SUBTYPES: Clinical; Safety 


11/10/2009 10:33:47 AM 
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REPORT DATE RANGE All 



Dr. Helen Sullivan 




SUBTYPES: Clinical; Safety 
Protocol: 104772 
Protocol: 580299/009 
Protocol: 580299/012 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


23-Jan-2008 BLA 125259 


Cervarix 

General Memorandum 
Meeting Agenda or Details 




8ll2e204 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Mrs. Helen Sullivan 


GlaxoSmittikiine FAX/E-maii 
Mr. Matthew Whitman 


GENERAL MEMORANDUM 

SUBTYPES: Meeting Agenda or Details 
SUBTYPES: Meeting Agenda or Details 





DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ 0: RE LINE: 



DOC ID: 



05-Feb-2008 BLA 125259; 

BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 
Safety 



81 13ef80 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 



GlaxoSmithKline 



FAX/E-mail 



COMMENT/INFORMATION REQUEST 



11/10/2009 10:33:47 AM 
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REPORT DATE RANGE All 



Administration 
Dr. Helen Sullivan 



Ms. Sharon Shapowal 



DESCRIPTION: 



DESCRIPTORS: 



SUBTYPES: Clinical; Safety 
SUBTYPES: Clinical; Safety 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



05-Feb-2008 BLA 125259; 

BLA 125259 



FROM: 



Cervarix 

Response to FDA Request/Comment 
Clinical 
Safety 



81 13ef9e 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



'GlaxoSm'il'hKiine Food and Drug ' FAX/E-mail RESPONSE TO FDA REQUEST/COMMENT 

Ms. Sharon Shapowal Administration SUBTYPES: Clinical; Safety 

Dr. Helen Sullivan SUBTYPES: Clinical; Safety 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ ft RE LINE: 



06-Feb-2008 BLA 125259 



Seq#:0028 Cervarix Seq #: 0028 

Response to Not Approvable Letter 
Nonclinical 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



11/10/2009 10:33:47 AM 



DOC ID: 



8 1 1 3a954 



'GlaiioSmithKiine Food and Drug Correspondence RESPONSE TO NOT APPROVABLE LETTER 
Ms. Sharon Shapowal Administration SUBTYPES: Nonclinical 

Dr. Norman Baylor, Ph.D. SUBTYPES: Nonclinical 
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REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



ll-Feb-2008 BLA 125259; 

BLA 125259 



Cervarix 



Clinical 
Safety 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Mrs. Helen Sullivan 



GlaxoSmithKline 
Ms. Sharon Shapowal 



IMS COMMENT/INFORMATION REQUEST 

SUBTYPES: Clinical; Safety 
SUBTYPES: Clinical; Safety 



8I173b5a 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



ll-Feb-2008 BLA 125259; 

BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Clinical 
Safety 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



811470d0 



GlaxoSmithKline 
Ms. Sharon Shapowal 



"Food and Drug fJSSST RESPONSE TO FDA REQUEST/COMMENT 
Administration SUBTYPES: Clinical; Safety 

Dr. Helen Sullivan SUBTYPES: Clinical; Safety 
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REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


12-Feb-2008 BLA 125259; 

BLA 125259 


Cervarix 

Comment/Information Request 
Other 
Safety 




8ll46fle 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Dr. Helen Sullivan 


GlaxoSmithKline FAX/E-mail 
Ms. Sharon Shapowal 


rnMMP WT /rwFnii m a f ion r Ffli IFST 
SUBTYPES: Other; Safety 
SUBTYPES: Other; Safety 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


l2-Feb-2008 BLA 125259; 

BLA 125259; 
BLA 125259 


Cervarix 

General Memorandum 

Advisory Committee Meeting 

Other 

Safety 


81146f40 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug FAX/E-mail 

Administration 

Dr. Helen Sullivan 


GENERAL MEMORANDUM 

SUBTYPES: Other; Safety; Advisory Committee Meeting 
SUBTYPES: Other; Safety; Advisory Committee Meeting 
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REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQfl: RE LINE: 






DOC ID: 


I2-Feb-2008 BLA 125259 


Cervarix 

Comment/Information Request 
Other 






8ll46e01 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 






Food and Drug 
Administration 
Dr. Helen Sullivan 


GlaxoSmithKline FAX/E-mail 
Ms. Sharon Shapowal 


COMM§f/iNFOiiATiON REQUEST 
SUBTYPES: Other 






DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 






DOC ID: 


12-Feb-2008 BLA 125259 


Cervarix 

Response to FDA Request/Com 
Other 


ment 




81 146e37 


FROM: 


TO: COMMUNICATION; 


DOCTYPE & SUBTYPE: 






GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug FAX/E-mail 

Administration 

Dr. Helen Sullivan 


RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: Other 
SUBTYPES: Other 





DESCRIPTION: 
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REPORT DATE RANGE All 



DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



flC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



12-Feb-2008 BLA 125259 



Cervarix 

Comment/Information Request 
Other 



81146e6f 



FROM: 


TO: COMMUNICATION: DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Dr. Helen Sullivan 


GtaSSE FAXTE-maii COMMENT/iNFORMATION REQUEST 
Ms. Sharon Shapowal SUBTYPES: Other 

SUBTYPES: Other 




DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: 

vi ^ eS 

No 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: „ 


DOC ID: 


12-Fcb-2008 BLA 125259 


Cervarix 

Response to FDA Request/Comment 
Other 


8U46efb 


FROM: 


TO- COMMUNICATION: DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Ms. Sharon Shapowal 


Food'a'ndDrug BSBKT RESPONSE TO FDA REQUEST/COMMENT 
Administration SUBTYPES: Other 
Dr. Helen Sullivan SUBTYPES: Other 





DESCRIPTION: 



DESCRIPTORS: 
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ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 


DOC ID: 


19-Feb-2008 BLA 125259 


Seq#:0029 Cervarix Seq #: 0029 81l448e4 
Amendment to Pending Application 
Clinical 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 


GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug Correspondence 

Administration 

Dr. Norman Baylor, Ph.D. 


AMENDMENT TO PENDING APpQCAf ION 
SUBTYPES: Clinical 
SUBTYPES: Clinical 


DESCRIPTION: 

GSk provided a second partial response to the December 14th CR letter, Specifically, respon 


ises to Questions 4 through 1 1, regarding efficacy. 


DESCRIPTORS: 

ESG; ECTD 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


26-Feb-2008 BLA 125259 


Cervarix 

Comment/Information Request 
Clinical 


8115d254 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Dr. Helen Sullivan 


GiaxoSmithKHne FAX/E-maii 
Ms. Sharon Shapowal 


cSSNTlFOMTiON REQUEST 
SUBTYPES: Clinical 
SUBTYPES: Clinical 
Protocol: 100409 



Protocol: 104888 
Protocol: 106068 
Protocol: 106072 
Protocol: 107509 
Protocol: 249553/004 
Protocol: 269814/004 
Protocol: 269814/005 
Protocol: 732461/002 
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REPORT DATE RANGE All 



COMMENT/INFORMATION REQUEST 



DESCRIPTION: 



DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 

DATE: 



PC COMPLETED: DATE REFERENCED: 

Yes 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



28-Feb-2008 BLA 125259 



FROM: 



GlaxoSmithKline 
Ms. Weining L Hu 



DESCRIPTION: 



Seq^: 0030 Cervarix Seq #: 0030 

Amendment to Pending Application 
CMC 



81154168 



TO: 

Food and Drug 
Administration 
Dr. Norman Baylor, Ph.D. 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Correspondence 



"amendment to pending application 
subtypes: cmc 
subtypes: cmc 



DESCRIPTORS: 

ESG; ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



07-Mar-2008 BLA 125259 



Cervarix 

Comment/Information Request 
Other 



81168774 



PROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
WandSg SSSE MSB COSfNT/iN 

Administration Ms. Sharon Shapowal SUBTYPES: Other 

Dr. Helen Sullivan SUBTYPES: Other 
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REPORT DATE RANGE All 



DESCRIPTION: 
DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



07-Mar-2008 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Other 



81 16868e 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



'GlaxoSmitMine Food and Drug FAX/E-mail 
Ms. Sharon Shapowal Administration 
Dr. Helen Sullivan 



DESCRIPTION: 



""RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: Other; Clinical 
SUBTYPES: Other; Clinical 

RESPONSE TO FDA REQUEST/COMMENT 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

•Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



l9-Mar-2008 BLA 125259 



Seq#: 0031 



Cervarix Seq #: 0031 

Amendment to Pending Application 
Efficacy 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



DOC ID: 



81 170581 



GlaxoSmithKline 
Ms. Weining L. Hu 



Food and Drug 
Administration 
Dr. Norman Baylor, Ph.D. 



'"'Correspondence AMENDMENT TO PENDING APPLICATION 
SUBTYPES: Efficacy 
SUBTYPES: Efficacy 
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REPORT DATE RANGE All 



DESCRIPTION: 

GSK submitted this amendment as the fourth partial response, to the December 14th letter with this response, GSK has provided complete responses to 



DESCRIPTORS: 

ESG; ECTD 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


!9-Mar-2008 BLA 125259; 

BLA 125259 


Cervarix 

Comment/Information Request 
Clinical 
Safety 




8118bc4e 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 




Food and Drug 
Administration 
Dr. Helen Sullivan 


GiaxoSmiihKiine FAX/E-mail* 
Ms. Sharon Shapowal 


cMENMoM'fiON REQUEST 
SUBrYPbb: Clinical, barety 
SUBTYPES: Clinical; Safety 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


19-Mar-2008 BLA 125259 


Cervarix 

Comment/Information Request 
Clinical 




8118bc8d 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Dr. Helen Sullivan 


GlaxoSmithkiine FAX/E-mail' 
Mr. Matthew Whitman 


GSSmlmmm REQUEST 
SUBTYPES: Clinical 
SUBTYPES: Clinical 





DESCRIPTION: 
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REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ 


RE LINE: 




DOC ID: 


l9-Mar-2008 BLA 125259; 

BLA 125259; 
BLA 125259 




Cervarix 

Response to FDA Request/Comment 
Clinical 
Other 
Safety 


81 18bc71 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug 
Administration 
Dr. Helen Sullivan 


FAX/E-mail 


RESPONSE TO FDA RipST/COMlNT 
SUBTYPES: Other; Clinical; Safety 
SUBTYPES: Other; Clinical; Safety 
Protocol: 580299/009 





DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: 


RE LINE: D0CID: 


20-Mar-2008 BLA 125259 




Cervanx *H8bc0d 
Response to FDA Request/Comment 
Clinical 


FROM: 


TO: 


COMMUNICATION: DOCTYPE & SUBTYPE: 


GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug 
Administration 
Dr. Helen Sullivan 


m£S RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: Clinical 
SUBTYPES: Clinical 


DESCRIPTION: 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 
No Yes 

DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: D0C1D: 



24-Mar-2008 BLA 125259; Cervarix 8118bbce 

BLA 125259 Comment/Information Request 

Clinical 
Other 



FR OM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
TSSSSi Gia^Smitnlne' FAXS-miii COMMENT/MO^ 

Administration Ms. Sharon Shapowal SUBTYPES: Other; Clinical 

Dr. Helen Sullivan SUBTYPES: Other; Clinical 



DESCRIPTION: 



DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: D0C1D: 

28-Mar-2008 BLA 125259; Cervarix 811ebabc 

BLA 125259 Comment/Information Request 

CMC 
Other 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 

Administration 

Mr. Joseph A. Quander 

III 


GlaxoSmithKline 
Ms. Weining L. Hu 


FAX/E-mail 


COMMENTS REQUEST 
SUBTYPES: CMC; Other 
SUBTYPES: CMC; Other 



DESCRIPTION: 
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REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 




r\p PAMDI FTP IV 

Yes 


DA 1 L KLrLKC/liLLU. 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 






DOC ID: 


03-Apr-2008 BLA 125259; 
BLA 125259 


Cervarix 

Comment/Information Request 
CMC 
Other 






8 1 lebblS 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 






Food and Drug 

Administration 

Mr. Joseph A. Quander 

III 


GlaxoSmithkiine FAX/E-maii 
Ms. Weining L.Hu 


COiS^TMOMfiON REQUEST 
SUBTYPES: CMC: Other . 
SUBTYPES: CMC; Other 






DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 






DOC ID: 


04-Apr-2008 BLA 125259 


Cervarix 

Comment/Information Request 
Other 






81 ld5bcl 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 






Food and Drug 
Administration 
Mrs. Helen Sullivan 


GlaxoSmithkiine FAX/E-maii 
Mr. Matthew Whitman 


C^M/iiMATiON REQUEST 
SUBTYPES: Other 
SUBTYPES: Other 







DESCRIPTION: 
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REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 

04-Apr-2008 BLA 125259; Seq#: 0032 Cervarix Seq #: 0032 

BLA 125259 Amendment to Pending Application 

Clinical 
Safety 



DOC ID: 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Ms. Sharon Shapowal 



Food and Drug 
Administration 
Dr, Norman Baylor, Ph.D. 



ISrajSce AMENDMENT TO PENDING APPLICATION 
SUBTYPES: Clinical; Safety 
SUBTYPES: Clinical; Safety 



DESCRIPTION: 

GSK providing the fifth partial response to the December 14th CR letter. Specifically, responses to the safety questions related to deaths in clinical trials, including updated information related 
to this category of events. 
DESCRIPTORS: 
ESG; ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 

04-Apr-2008 BLA 125259 Cervarix 

General Memorandum 
Other 



DOC ID: 

81lafcb2 



FROM: 



TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



GlSSmitSiine Food and Drug FAXS-mail GENERAL MEMORANDUM 

Mr. Matthew Whitman Administration SUBTYPES: Other 

Dr. Helen Sullivan SUBTYPES: Other 



DESCRIPTION: 
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REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



l4-Apr-2008 BLA 125259 



Cervarix 

Comment/Information Request 
Other 



81 ld456f 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Mr. Matthew Whitman 




SUBTYPES: Other 


Dr. Helen Sullivan 






SUBTYPES: Other 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



16-Apr-20D8 BLA 125259 



Cervarix 

Comment/Information Request 
Other 



811a64ee 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Mr. Matthew Whitman 




SUBTYPES: Other 


Mrs. Helen Sullivan 






SUBTYPES: Other 



DESCRIPTION: 



DESCRIPTORS: 
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REPORT DATE RANGE All 




ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


I8-Apr.2008 BLA 125259 Seq#: 0033 Cervarix Seq #: 0033 

General Correspondence 




81194736 



Meeting Request 



PROM; TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

GiaxoSiiiiihine Food and Drug : Correspondence GMRALTORSsroSBSCE 
Ms. Sharon Shapowal Administration SUBTYPES: Meeting Request 

Dr. Norman Baylor, Ph.D. SUBTYPES: Meeting Request 



DESCRIPTION: 



DESCRIPTORS: 

ESG; ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



I8-Apr-2008 BLA 125259 



Cervarix 

Comment/Information Request 
Other 



81 ld5afb 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Mrs. Helen Sullivan 


GlaxoSmithKline 
Mr. Matthew Whitman 


FAX/E-mail 


COSENT /INFOiSiATiON REQUEST 
SUBTYPES: Other 
SUBTYPES: Other 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 
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DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


l8-Apr-2008 BLA 125259 


Cervarix 

General Memorandum 

lVICCllllg l\Cl]UCM 




, , 8! Id45e9 






FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug FAX/E-mail 

Administration 

Dr. Helen Sullivan 


GENERAL MEMORANDUM 
SUBTYPES: Meeting Request 
SUBTYPES: Meeting Request 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


fll.May.2008 BLA 125259 


Cervarix 

General Memorandum 
Meeting Request 




81 Id80c2 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug FAX/E-mail 

Administration 

Dr. Helen Sullivan 


GENERAL MEMORANDUM 
SUBTYPES: Meeting Request 
SUBTYPES: Meeting Request 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ k RE LINE: 




DOC ID: 
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04-May-2008 BLA 125259; 

BLA 125259 


• Cervarix 

General Memorandum 
Meeting Request 
Other 






FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmi'thKline FAX/E-mail" 
Mr. Matthew Whitman 


GENERAL MEMORANDUM 

SUBTYPES: Other; Meeting Request 
SUBTYPES: Other; Meeting Request 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


05-May-2008 BLA 125259 


Cervarix 

Comment/Information Request 
Other 




81 ld8307 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S, Gemignani 


GlaxoSmithKiine FAX/E-maii 
Ms. Sharon Shapowal 


COMMMilMiON REQUEST 
SUBTYPES: Other 
SUBTYPES: Other 





DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: SER/SUPP/SEQ 1: RE LINE: 




DOC ID: 


05-May-2008 BLA 125259; Cervarix 

BLA 125259; Comment/Information Request 




81 ld4674 


"ll/10/2009 lfl:33:47AM 01 m 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



BLA 125259 Clinical 
Other 
Statistical 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
Foo'dandb'rug GiaxoSmithKUne FAX£5 cMSMoMfiONREP^ 

Administration Mr. Matthew Whitman SUBTYPES: Other; Clinical; Statistical 

Mrs. Helen Sullivan SUBTYPES: Other; Clinical; Statistical 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: 


RE LINE: DOC ID: 


05-May.2008 BLA 125259; 

BLA 125259 




Cervarix 8lld8297 
Response to FDA Request/Comment 
Other 
Safety 


FROM: 


TO: 


COMMUNICATION: DOCTYPE & SUBTYPE: 


GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug FAX/E-mail RESPONSE TO FDA REQUEST/COMMENT 
Administration SUBTYPES: Other; Safety 
Ms. Helen S. Gemignani SUBTYPES: Other; Safety 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No s 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


OS-May-2008 BLA 125259; Cervarix 

BLA 125259 Response to FDA Request/Comment 


81 Id631 1 


11/10/2009 10:33:47 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



Clinical 
Statistical 



FROM: 



TO: 



DESCRIPTION: 



DESCRIPTORS: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug 
Mr. Matthew Whitman Administration 
Dr. Helen Sullivan 



" FAX/E-mail RESPONSE TO FDA REQUEST/COMMENT 

SUBTYPES: Clinical; Statistical 
SUBTYPES: Clinical; Statistical 
Protocol: 580299/001 
Protocol: 580299/007 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ «: RE LINE: 



DOC ID: 



06-May-2008 BLA 125259 



Cervarix 

Comment/Information Request 
Other 



8lld67lc 



FROM: TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 






Food and Drug GlaxoSmithKline FAX/E-mail 
Administration Ms. Sharon Shapowal 
Ms. Helen S. Gemignani 


COMMENT/INFORMATION REQUEST 
SUBTYPES: Other 
SUBTYPES: Other 






DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: 






DOC ID: 



06-May-2008 BLA 125259 Scq#: 0034 



Cervarix Seq #: 0034 

Amendment to Pending Application 



811b3cb8 
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REPORT DATE RANGE All 



Safety 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



GSioSmi'thklinr' Food and Draj Correspondence AMENDMENT TO PENDING APPLICATION 
Ms. Sharon Shapowal Administration SUBTYPES: Safety 

Dr. Norman Baylor, Ph.D. SUBTYPES: Safety 



DESCRIPTION: 

GSK submitted it's sixth partial response to the December 14, 2007 CR letter, specifically, we responses to the clinical safe! 
withdrawals from the clinical studies (Question 2c), and medically significant adverse events. 

DESCRIPTORS: 

ESG; ECTD 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



ifety questions related to serious adverse events (Question 2b), 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



06-May-2008 BLA 125259; 

BLA 125259 



FROM: 



Cervarix 

Response to FDA Request/Comment 
Other 
Safety 



GlaxoSmithKline 
Ms. Sharon Shapowal 



TO: 

Food and Drug 
Administration 
Ms. Helen S. Gemignani 



COMMUNICATION: DOCTYPE & SUBTYPE: 



ISS-maii '*■"""" RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: Other; Safety 
SUBTYPES: Other; Safety 



DOC ID: 



8lld67a5 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 



08-May-2008 BLA 125259; 

BLA 125259; 
BLA 125259 



Cervarix 

General Memorandum 
Clinical 



8Ild66d7 



11/10/2009 10:33:47 AM 
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Other 
Safety 



REPORT DATE RANGE All 



FROM; 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmilhKline Food and Drug 
Ms. Sharon Shapowal Administration 

Ms. Helen S. Gemignani 



"FAX/E-mail GENERAL MEMORANDUM 

SUBTYPES: Other; Clinical; Safety 
SUBTYPES: Other; Clinical; Safety 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



08-May-2008 BLA 125259; 

BLA 125259 



Seq#: 0035 Cervarix Seq#: 0035 

Amendment to Pending Application 
Clinical 
Safety 



81 Ic0b03 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


Correspondence 


AMENDMENT TO PENDING APPLICATION 


Ms. Sharon Shapowal 


Administration 




SUBTYPES: Clinical; Safety 


Dr. Norman Baylor, Ph.D. 




SUBTYPES: Clinical; Safety 



DESCRIPTION: 

GSK submitted the seventh partial response to the December 14th CR letter, specifically, re; 
2g and 2h). 

DESCRIPTORS: 

ESG;ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



:sponses to the clinical safety questions related to neuroinflammatory events (i.e. Questions 2fi, 2fii, 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



08-May-2008 BLA 125259; 

BLA 125259; 



Cervarix 

General Memorandum 



8l3ca2e6 
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11/10/2009 10:33:47 AM 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



BLA 125259 



FROM: 



GlaxoSmithKline 
Ms. Sharon Shapowal 



TO: 



Clinical 

Other 

Safety 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S.Gemignani 



'lAX/E-maii GENERAL MEMORANDUM 

SUBTYPES: Other; Clinical; Safety 
SUBTYPES: Other; Clinical; Safety 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



09-May-2008 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Other 



8lld65ae 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GhioSnlKiiM Food and Drug FAX/E-mail 
Ms. Sharon Shapowal Administration 

Ms. HelenS. Gemignani 



'■'ISPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: Other 
SUBTYPES: Other 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: aCfljgiflBl DATE REFERENCED: 



DATE: APPLICATION: 


SER/SUPP/SEQ k 


RE LINE: 


DOC ID: 


09-May-2008 BLA 125259; 

BLA 125259 


Seq#: 0036 


Cervarix Seq #: 0036 

Amendment to Pending Application 
Clinical 


81 lc591c 


11/10/2009 10:33:47 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



FROM: 



GlaxoSmithKlinc 
Ms. Sharon Shapowal 



Safety 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Dr. Norman Baylor, Ph.D. 



' Correspondence AMENDMENT TO PENDING APPLICATION 
SUBTYPES: Clinical; Safety 
SUBTYPES: Clinical; Safety 



DESCRIPTION: 



DESCRIPTORS: 

ESG;ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



09-May-2008 BLA 125259; 

BLA 125259 



Cervarix 

General Memorandum 
Meeting Agenda or Details 
Other 



8lld6684 



FROM: 

Food and Drug 

Administration 

Ms. Helen S.Gemignani 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



m QSSSSS» FAX/E-mail GENERAL MEMORANDUM 

Ms. Sharon Shapowal SUBTYPES: Other; Meeting Agenda or Details 

SUBTYPES: Other; Meeting Agenda or Details 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 

13.May-2008 BLA 125259 Cervarix 

General Memorandum 
Meeting Agenda or Details 



DOC ID: 

81le5d8d 



11/10/2009 10:33:47 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

Food'andDrug GlaioSmithiiie FAX/E-mail GiiALlMORANM 

Administration ...... Ms.. Sharon Shapowal .... SUBTYPES: Meeting Agenda or Details 

Ms. Yolanda Davis " • SUBTYPES: Meeting Agenda or Details 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OCCOMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



15-May-2008 BLA 125259; 

BLA 125259; 
BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 
Other 
Statistical 



81ld484a 



FROM: 



TO: 



Food and Drug GlaxoSmithKline 
Administration Mr. Matthew Whitman 

Dr. Helen Sullivan 



COMMUNICATION: DOCTYPE & SUBTYPE: 



"FAX/E-mail COMMENT/INFORMATION REQUEST 

SUBTYPES: Other; Clinical; Statistical 
SUBTYPES: Other; Clinical; Statistical 
Protocol: 580299/001 
Protocol: 580299/007 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: 


MEDIA INFORMATION: 


OCCOMPLETED: DATE REFERENCED: 


No 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


l6-May-2008 BLA 125259 


Cervarix 


8l20e8e8 


Response to FDA Request/Comment 






Other 
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REPORT DATE RANGE All 



FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug Telephone Conversation 
. Administration 
Ms. Helen S. Gemignani 


RESPONSE TO FDA REOUEST/COMMEKT 
SUBTYPES: Other 
SUBTYPES: Other 




DESCRIPTION: 
DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


16-May-2008 BLA 125259 


Cervarix 

Comment/Information Request 
Other 




8120ddc8 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Ms. Sharon Shapowal 


COMMENT/INFORMATION REQUEST 
SUBTYPES: Other 
SUBTYPES: Other 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


ll-Jun-2008 BLA 125259; 

BLA 125259 


Cervarix 

General Memorandum 
Meeting Agenda or Details 
Other 




8120dcae 
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REPORT DATE RANGE All 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 

DESCRIPTION: 



"&SS3SS FAXlE-mail GENERAL MEMORANDUM 

Ms. Sharon Shapowal SUBTYPES: Other; Meeting Agenda or Details 

SUB1TPES: Other; Meeting Agenda or Details 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



ll-Jun-2008 BLA 125259; 

BLA 125259; 
BLA 125259; 
BLA 125259; 
BLA 125259 



Cervarix 

General Memorandum 
Clinical 
Efficacy 



8120dd58 



Other 
Safety 



FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug FAX/E-mail 

Administration 

Ms. Helen S. Gemignani 


g1eralmem6™0m 

SUBTYPES: Other; Clinical; Safety; M 
SUBTYPES: Other; Clinical; Safety; M 
SUBINDEXING: 


eting Agenda or Details; Efficacy 
eting Agenda or Details; Efficacy 


DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 



DATE: 



18-Jun-2008 BLA 125259; 

BLA 125259 



Cervarix 

Comment/Information Request 



11/10/2009 10:33:47 AM 
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REPORT DATE RANGE All 


Clinical 
Safety 


FROM: TO: . COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug GlaxoSmithKline FAX/E-maii 
Administration Mr. Matthew Whitman 
Ms. Helen S. Gemignani 


COMMENT/INFORMATION REQUESI 
SUBTYPES: Clinical; Safety 
SUBTYPES: Clinical; Safety 




DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




Of fOMPI FTFD- DATE REFERENCED: 

Yes 


DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


l8-Jun-2008 BLA 125259; Cervarix 

BLA 125259 Comment/Information Request 
Clinical 
Safety 




81210383 


FROM: TO: COMMUNICATION; 


DOCTYPE & SUBTYPE: 




Food and Drug GlaxoSmithKline FAX/E-mail 
Administration Mr. Matthew Whitman 
Ms. Helen S. Gemignani 


rnxmcwT/rMEADMATlfWI DFfillFQT 
LUMMtN 1/lJNrUKJvlAl 1UIN Kt^UCoi 

SUBTYPES: Clinical; Safety 

SUBTYPES: Clinical; Safety 

Protocol: 580299/001 

Protocol: 580299/008 

Protocol: 580299/009 




DESCRIPTION: 






IJtaLKIrlUKa. 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes • 


DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


11/10/2009 10:33:47 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



18-Jun-2008 BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 



812328c7 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



''"toSmithKIine' FAX/E^iail COMMENT/WFO 
Mr. Matthew Whitman SUBTYPES: Clinical 

SUBTYPES: Clinical 
Protocol: 580299/001 
Protocol: 580299/008 
Protocol: 580299/009 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



19>Jiin-2008 BLA 125259; 

BLA 125259; 
BLA 125259 



Cervarix 

Comment/Information Request 

CMC 

Safety 
General Memorandum 

Meeting Agenda or Details 



8 1 2a8 1 3 1 



FROM: 



TO: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



GlaxoSmithKline 
Mr. Matthew Whitman 



COMMUNICATION: DOCTYPE & SUBTYPE: 



' FAX/E-mail 



"COMMENT/INFORMATION REQUEST 
SUBTYPES: CMC; Safety 
SUBTYPES: CMC; Safety 
SUBTYPES: Meeting Agenda or Details 
SUBTYPES: Meeting Agenda or Details 

COMMENT/INFORMATION REQUEST 



DESCRIPTION: 



DESCRIPTORS: 
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Page: 127 of 299 



CARDS CHRONOLOGY REPORT REPORT DATE RANGE 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQH: RE LINE: 




DOC ID: 


iU-JUll-iUUo DLA HOLD? 


Cervarix 

General Memorandum 
Meeting Agenda or Details 




8!20db36 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GiaxoSmithKline FAX/E-maii 
Mr. Matthew Whitman 


GENERAL MEMORANDUM 

SUBTYPES: Meeting Agenda or Details 
SUBTYPES: Meeting Agenda or Details 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED; 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQH: RE LINE: 




nnr in. 


20-Jun-2008 BLA 125259; 

BLA 125259 


Cervarix 

General Memorandum 
Meeting Agenda or Details 
Other 




olzUdaDo 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Ms. Sharon Shapowal 


Food and Drug FAXl-mail 

Administration 

Ms. Helen S. Gemignani 


GENERAL MEMORANDUM 

SUBTYPES: Other; Meeting Agenda or Details 
SUBTYPES: Other; Meeting Agenda or Details 





DESCRIPTION: 



DESCRIPTORS: 



11/10/2009 10:33:47 AM 
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CARDS CHRONOLOGY REPORT REPORT DATE RANGE AH 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


nr rniupi nrn- iutf RFFFRFNf FD' 


No 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQft RE LINE: 


DOC1D: 


n inn inns ri a owq 


Seqft 0037 Cervarix Seq ft 0037 

Amendment to Pending Appli 


5I/IUZ/7 

ation 




Other 




FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 


GlaxoSmithKline 


Food and Drug Correspondence 


AMFNnMFNf TO PFNDi'NG APPLICAT ION 


Ms. Sharon Shapowal 


Administration 


SUBTYPES: Other 




Dr. Norman Baylor, Ph.D. 


SUBTYPES: Other 






Protocol: 580299/008 


DESCRIPTION: 






GSK has taken the decision to postpone voluntarily the re-start of the review clock and to await the final results of the event triggered analysis of Study HPV-008 before initiating such action 


with respect to BLA 125259 






DESCRIPTORS: 






ESG;ECTD 






ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


Yes 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQft RE LINE: 


DOC ID: 


27-Jun-2008 BLA 125259; 


Cervarix 


81232990 


BLA 125259; 


Response to FDA Request/Comment 


BLA 125259; 


Clinical 




BLA 125259 


Efficacy 






Other 
Statistical 




FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Ms. Sharon Shapowal 


Administration 


SUBTYPES: Other; Clinical; Statistical; Efficacy 


Ms. Helen S.Gemignani 


SUBTYPES: Other; Clinical; Statistical; Efficacy 




Protocol: 104820 



DESCRIPTION: 



11/10/2009 10:33:47 AM 
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REPORT DATE RANGE All 



DESCRIPTORS; 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



03-Jul-2008 BLA 125259 



Cervarix 

015-Day ADR Report 

N/A 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



81470efb 



GlaxoSmithKline 



Food and Drug 
Administration 



Correspondence 



015-DAY ADR REPORT 
SUBTYPES: N/A 
SUBTYPES: N/A 
SUBINDEXLNG: 
ADRs: A0697970A 
ADRs:B047l988A 
ADRs:B05l9583A 
ADRs: B0524782A 
ADRs: B0525232A 
ADRs: B0525983A 
ADRs: B0526899A 
ADRs:B0527016A 
ADRs: B0527288A 
ADRs: D0057565A 
ADRs: D0057878A 
ADRs:D0057891A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 


No 


DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


IWul.2008 BLA 125259; Cervarix 


8l25f30f 


BLA 125259 General Memorandum 




11/10/2009 10:33:48 AM 
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REPORT DATE RANGE All 



Meeting Agenda or Details 
Other 



FROM; 



GlaxoSmithKline 
Mr. Matthew Whitman 



DESCRIPTION: 



DESCRIPTORS: 



TO: / 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S.Gemignani 



lAX/E-mail GENERAL MEMORANDUM 

SUBTYPES: Other; Meeting Agenda or Details 
SUBTYPES: Other; Meeting Agenda or Details 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No ■ 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



15-Jul-2008 BLA 125259 



Cervarix 

General Memorandum 
Other 



8l23236e 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Ms. Helen S.Gemignani 


GlaxoSmithKline 
Ms. Sharon Shapowal 


FAX/E-mail 


geIralSmmdum 

SUBTYPES: Other 
SUBTYPES: Other 



DESCRIPTION: 



DESCRIPTORS: 



ELEOROMM MEDIA INFORMATION: ««« 

' ' " No 



No 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: D0CID: 

15-Jul-2008 BLA 125259 Cervarix 8125f42b 

General Memorandum 



11/10/2009 10:33:48 AM 
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REPORT DATE RANGE All 



FR0M: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
FoodandD^g GbBiE fflfiS GiiAL^MO^NDUM 

Administration Mr. Matthew Whitman SUBTYPES: Meeting Request 

Ms. Helen S.Gemignani SUBTYPES: Meeting Request 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: DATE REFERENCED: 

Yes 



No 



DATE: APPLICATION: SER/SUPP/SEQ0: RE LINE: D0C1D: 

l7Jul-2008 BLA 125259 Cervarix 8123b207 



Comment/Information Request 
Other 



FR0 M: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
Foodand^g GhSSuS F^X/E^iail ^fiNTiiTOREfiONlp^f' 

Administration Mr. Matthew Whitman SUBTYPES: Other 

Ms.HelenS.Gemignani SUBTYPES: Other 



DESCRIPTION: 
DESCRIPTORS: 



ELEDTOiCMEDIA: MEDIA INFORMATION: QCCOMOIIEDi PilEJEilRENCED: 

Yes 



No 



DATE: APPLICATION: SER/SUPP/SEQ RE LINE: 



DOC ID: 



17-Jul-2008 BLA 125259; Cervarix 

BLA 125259 Response to FDA Request/Comment 

CMC 
Safety 



Prom. TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



812a9e58 
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CARDS CHRONOLOGY REPORT 



''GlaxoSmilhKi'iiie FoodandDrug FAX/E-mail 
Mr. Matthew Whitman Administration 

Ms. Helen S. Gemignani 



REPORT DATE RANGE All 



'IsponsetoIdaIquest/comment 

SUBTYPES: CMC; Safety 
SUBTYPES: CMC; Safety 



DESCRIPTION: 



DESCRIPTORS: 





ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




QC COMPLETED: DAIEKLhbKLIVUU. 

Yes 


DATE: 


APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


!8-Jul-2008 BLA 125259 


Seq#: 0038 Cervarix Seq #: 0038 

General Correspondence 
N/A 




8l230dd9 




FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 






GlaxoSmithKline 
Dr. Clare Kahn, Ph.D. 


FoodandDrug Correspondence 

Administration 

Dr. Norman Baylor, Ph.D. 


GENERAL CORRESPONDENCE 
SUBTYPES: N/A 
SUBTYPES: N/A 






DESCRIPTION: 










DESCRIPTORS: 

ESG; ECTD 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: 


APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


18-JuUi 


008 BLA 125259 


Cervarix 

Comment/Information Request 
CMC 




812a9ef0 




FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 






Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


COMNTlFOMfiON REQUEST 
SUBTYPES: CMC 
SUBTYPES: CMC 





11/10/2009 10:33:48 AM 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



2Wul-2008 BLA 125259; 

BLA 125259; 
BLA 125259; 
BLA 125259 



Cervarix 

General Memorandum 
Efficacy 
Nonclinical 
Other 
Safety 



8l2832b8 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug 
Ms. Cynthia D'Ambrosio, Administration 
Ph.D. Ms. Helen S. Gemignani 



FAX/E-mail GENERAL MEMORANDUM ■ 

SUBTYPES: Nonclinical; Other; Safety; Efficacy 
SUBTYPES: Nonclinical; Other; Safety; Efficacy 
Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



29-Jul-2008 BLA 125259 


Seq#: 0039 


Cervarix Seq #: 0039 
General Correspondence 
Other 


812495a 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 

Ms. Cynthia D'Ambrosio, 


Food and Drug 
Administration 


Correspondence 


GENERAL CORRESPONDENCE 
SUBTYPES: Other 


11/10/2009 10:33:48 AM 
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CARDS CHRONOLOGY REPORT 

Ph.D. Dr. Norman Baylor, Ph.D. 



SUBTYPES: Other 

Protocol: 580299/008 



REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS: 

ESG;ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQH: RE LINE: 



OI-Aug-2008 BLA 125259 Seq#: C 



Cervarix Seq 0040 
Minutes of Meeting 
N/A 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Mr. Matthew Whitman 



Food and Drug 
Administration 
Dr. Norman Baylor, Ph.D. 



Correspondence 



MINUTES OF MEETING 
SUBTYPES: N/A 
SUBTYPES: N/A 



DOC ID: 



812515f7 



DESCRIPTION: 



DESCRIPTORS: 

ESG;ECTD;SAFE 



ELECTRONIC MEDIA: MEDIA INFORMATION: DATE REFERENCED: 



Yes 



Yes 



DATE: APPLICATION: SER/SUPP/SEQ §i RE LINE: D0CID: 



06-Aug>2008 BLA 125259; Cervarix 8129e7dd 

BLA 125259 Comment/Information Request 

CMC 



Safety 



FROM: 



TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



FSoTand'Si CiaiSithfc FAX/SSi CM/INFORMATION REQUEST 



Administration 

Ms. Helen S. Gemignani 



Mr. Matthew Whitman SUBTYPES: CMC; Safety 

SUBTYPES: CMC; Safety 
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REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 
No Yes 

DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: P0CID: 



08-Aug-2008 , BLA 125259 Seq#: 0041 Cervarix Seq ft 0041 

General Correspondence 
■ Meeting Request 



81265082 



FR OM; TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
GESIS FSaaOni Correspondence GiiEcllSPONSNCE' 

Ms. Cynthia D'Ambrosio, Administration SUBTYPES: Meeting Request 

Ph.D. Dr. Norman Baylor, Ph.D. SUBTYPES: Meeting Request 



DESCRIPTION: 

DESCRIPTORS: 

ESG;ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



29-Aug-2008 BLA 125259 



Cervarix 

Comment/Information Request ' 
Other 



FROM: 



TO: 



COMMUNICATION: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



GlaxoSmithKline 
Mr. Matthew Whitman 



FAX/E-mail 



812a7f53 



DOCTYPE & SUBTYPE: 

'"MlSMOMTiONlpST"' 
SUBTYPES: Other 
SUBTYPES: Other 



DESCRIPTION: 

11/10/2009 10:33:48 AM 1 ! U^TW 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



29-Aug-2008 BLA 125259; 

BLA 125259 



Seq#: 0042 



Cervarix Seq #: 0042 
General Correspondence 
CMC 
Other 



8128c0b8 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Mr. Byron Bravo 



Food and Drug 
Administration 
Dr. Norman Baylor, Ph.D. 



Correspondence 



GENERAL CORRESPONDENCE 
SUBTYPES: CMC; Other 
SUBTYPES: CMC; Other 



DESCRIPTION: 

GSK submitted a description of the planned CMC changes and to outline the CMC data that will be filed in the Class 2 resubmission 

DESCRIPTORS: 

ESG;ECTD;SAFE 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



03-Sep-2008 BLA 125259 



Cervarix 

Comment/Information Request 
Other 



8l29e78f 



FROM: 



TO: 



COMMUNICATION: 



Food and Drug 
Administration 
Ms. HelenS. Gemignani 



GlaxoSmithKline 
Mr. Matthew Whitman 



FAX/E-mail 



DOCTYPE & SUBTYPE: 

"'COMMENW 



SUBTYPES: Other 
SUBTYPES: Other 



DESCRIPTION: 



11/10/2009 10:33:48 AM 
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REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



03-Sep-2008 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Other 



mm 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Gfau^DMiBC Food and Drug FAX/E-mail 
Mr. Matthew Whitman Administration 

Ms. Helen S. Gemignani 



RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: Other 
SUBTYPES: Other 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



lO-Sep-2008 BLA 125259; 

BLA 125259; 
BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 



812d58b7 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Ms. Helen S. Gemignani 


ClaxoSmithKline 
Mr. Matthew Whitman 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 
SUBTYPES: Clinical; Safety; Efficacy 
SUBTYPES: Clinical; Safety; Efficacy 
Protocol: 580299/008 



DESCRIPTION: 



1 1/10/2009 10:33:48 AM 
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CARDS CHRONOLOGY REPORT 
DESCRIPTORS: 



REPORT DATE RANGE All 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



ll-Sep-2008 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Other 



812e5745 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: Other 




Ms. Helen S. Gemignani 




SUBTYPES: Other 






Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



lS-Sep-2008 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Other 



FROM: 



TO: 



GlaxoSmithKline Food and Drug 

Mr. Matthew Whitman Administration 

Ms. Helen S. Gemignani 



COMMUNICATION: DOCTYPE & SUBTYPE: 
"FAX/E-mail RESPO^ 



SUBTYPES: Other 
SUBTYPES: Other 

Protocol: 580299/008 



8l2e57b7 



DESCRIPTION: 



DESCRIPTORS: 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



ELECTRONIC MEDIA: MEDIA INFORMATION: 



No 



PC COMPLETED: DATE REFERENCED: 

Yes' " 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



26-Sep-2008 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
. Other 



812d5cc7 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA iQUEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: Other 




Ms. Helen S.Gemignani 




SUBTYPES: Other 






Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



26-Sep-2008 BLA 125259 



Cervarix 

Comment/Information Request 
Other 



8l2e57cf 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline 
Mr. Matthew Whitman 


FAX/E-mail 


COMMENT SFOffi'fiON REQUEST 
SUBTYPES: Other 
SUBTYPES: Other 

Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 



11/10/2009 10:33:48 AM 
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REPORT DATE RANGE All 


ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 


DOC ID: 


29-Sep-2008 BLA 125259 


Seq#:0043 Cervarix Seq #: 0043 ™ 186 
Response to FDA Request/Comment 
N/A 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug Correspondence 

Administration 

Dr. Norman Baylor, Ph.D. 


RESPONSE TO FDA ^QUEST/COMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 

Protocol: 580299/008 


DESCRIPTION: 






DESCRIPTORS: 

ESG;ECTD;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 


DOC ID: 


02-Oct-2008 BLA 125259 


Cervarix 

General Memorandum 
Meeting Agenda or Detai 


812d7e67 

ils 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-maii 
Mr. Matthew Whitman 


GENERAL MEMORANDUM 

SUBTYPES: Meeting Agenda or Details 
SUBTYPES: Meeting Agenda or Details 


DESCRIPTION: 






DESCRIPTORS: 






11/10/2009 10:33:48 AM 
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CARDS CHRONOLOGY REPORT 




REPORT DATE RANGE All 


ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


03-Ocl-2008 BLA 125259 


Cervarix 

General Memorandum 
Other 




8 1 2d5e0d 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail* 
Mr. Matthew Whitman 


GENERAL MEMORANDUM 
SUBTYPES: Other 
SUBTYPES: Other 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQH: RE LINE: 




DOC ID: 


03-Oct-2008 BLA 125259 


Cervarix 

General Memorandum 
Meeting Agenda or Details 




812d7efD 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Mr. Matthew Whitman 


Foodand Drug FAX/E-mail 

Administration 

Ms. Helen S. Gemignani 


GENERAL MEMORANDUM 
SUBTYPES: Meeting Age 
SUBTYPES: Meeting Age 


nda or Details 
nda or Details 


DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


11/10/2009 10:33:48 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 



06-Oct-2008 BLA 125259 



Seq#: 0044 



Cervarix Seq #: 0044 
• General Correspondence 
efing 



812ce66l 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKlinc 


Food and Drug 


Correspondence 


genefSl corMspondence 


Mr. Matthew Whitman 


Administration 




SUBTYPES: Briefing Document 


Dr. Norman Baylor, Ph.D. 




SUBTYPES: Briefing Document 



DESCRIPTION: 



DESCRIPTORS: 

ESG;ECTD;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



07-Oct-2008 BLA 125259; 

BLA 125259 



Cervarix 

General Memorandum 

Advisory Committee Meeting 
Meeting Agenda or Details 



812d585c 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Dr. Elizabeth Sutkowski 


GlaxoSmithKline 
Mr. Matthew Whitman 


FAX/E-mail 


GENERAL MEMORANDUM 

SUBTYPES: Advisory Committee Meeting; Meeting Agenda or Details 
SUBTYPES: Advisory Committee Meeting; Meeting Agenda or Details 


DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: 

Yes 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ I: RE LINE: 
11/10/2009 10:33:48 AM 



DOC ID: 
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05-Nov-2008 BLA 125259 Cervarix 813le62c 

Comment/Information Request 
CMC 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
'Fii^dandDii'g Gia^SithKline FAXES COMMENW 

Administration Mr. Byron Bravo SUBTYPES: CMC 

Ms. Helen S. Gemignani SUBTYPES:CMC 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



18-Nov-2008 BLA 125259 



Cervarix 

General Memorandum 
Meeting Agenda or Details 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



'GlaxoSmithKiine FoodandDrug FAX/E-mail GENERAL MEMORANDUM 
Mr. Matthew Whitman Administration SUBTYPES: Meeting Agenda or Details 

Ms. Helen S. Gemignani SUBTYPES: Meeting Agenda or Details 



8135be93 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 


Yes 


DATE: APPLICATION: SER/SUPP/SEQ 1: RE LINE: 


DOC ID: 


21.Nov.2008 BLA 125259 Seq#: 0045 Cervarix Seq 0045 


8I31B03 


Amendment to Pending Application 




11/10/2009 10:33:48 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



N/A 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


Correspondence 


AMENDMENT TO PENDING APPUCAf ION 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Dr. Norman Baylor, Ph.D. 




SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 

ECTD;SAFE;ESG 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



2I-Nov-2008 BLA 125259 



Cervarix 

General Memorandum 



8I35I2A 



DATE: 



FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 






Food and Drug 
Administration 
Ms. Helen S. Gemignani 


CiaxoSmithKiine FAX/E-maii 
Mr. Matthew Whitman 


GENERAL MEMORANDUM 

SUBTYPES: Meeting Agenda or Details 
SUBTYPES: Meeting Agenda or Details 






DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 






DOC ID: 



03-Dec-2008 BLA 125259 Seq#: 0046 Cervarix Seq #: 0046 

Response to FDA Request/Comment 
N/A 



8132ed5e 



1 1/10/2009 10:33:48 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Mr. Matthew Whitman 



'" Food and Drug Correspondence RESPONSE TO FDA REQUEST/COMMENT 
Administration SUBTYPES: N/A 

Dr. Norman Baylor, Ph.D. SUBTYPES: N/A 

Protocol: 580299/008 



DESCRIPTION: 

DESCRIPTORS: 

ECTD;SAFE;ESG 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



PC COMPLETED: DATE REFERENCED: 

Yes 

DOC ID: 



19-Dec-2008 BLA 125259 



Seq#:0047 



Cervarix Seq#: 0047 
General Correspondence 
CMC 



8134865b 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Mr. Byron Bravo 



Food and Drug 
Administration 
Dr. Norman Baylor, Ph.D. 



Correspondence 



GENERAL CORRESPONDENCE 
SUBTYPES: CMC 
SUBTYPES: CMC 



DESCRIPTION: 



DESCRIPTORS: 

ECTD;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



l9-Dec-2008 BLA 125259 



Cervarix 

General Memorandum 
Other 



813c02bl 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



11/10/2009 10:33:48 AM 
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REPORT DATE RANGE All 



GlaxoSmithKlinc 
Mr. Matthew Whitman 


Food and Drug FAX/E-mail 

Administration 

Ms. Helen S. Gemignani 


prvirn t J I f Pi /ATI A VTTMTlf 

GENERAL MEMORANDUM 
SUBTYPES: Other 
SUBTYPES: Other 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


05-Jan.2009 BLA 125259 


Cervarix 

Comment/Information Request 
Other 




813bedfc 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


rOMMFNT/INFORMATION RFOIIFST 
SUBTYPES: Other 
SUBTYPES: Other 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


OS-Jan-2009 BLA 125259 


Cervarix 

Comment/Information Request 
Other 




813bf249 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithkiine FAX/E-mail' 
Mr. Matthew Whitman 


COMM ENT /INFORM AT ION REQUEST 
SUBTYPES: Other 
SUBTYPES: Other 




11/10/2009 10:33:48 AM 
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REPORT DATE RANGE All 



DESCRIPTION: 
DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 



No 



DATE: APPLICATION: SER/SUPP/SEQ I: RE LINE: 



PC COMPLETED: DATE REFERENCED: 

Yes 



DOC ID: 



23-Feb-2009 BLA 125259 



Cervarix 

General Memorandum 
Clinical 



FROM: 

'GiaSmi&iffiiie 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 



FAX/E-mail 



GENERAL MEMORANDUM 

GENERAL MEMORANDUM 
SUBTYPES: Clinical; N/A 
SUBTYPES: Clinical; N/A 
Protocol: 580299/008 



DESCRIPTION: 

Provided Norman Baylor the slides on the pivotal efficacy trial for Cervarix destined for ACIP Feb 25th. 
DESCRIPTORS: 



8l3d53ee 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



09-Mar-2009 BLA 125259 



Cervarix 

General Memorandum 
Meeting Agenda or Details 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



'■'GTaxoSmithKiine FAX/E-mail GENERAL MEMORANDUM 
Ms. Sharon Shapowal SUBTYPES: Meeting Agenda or Details 

SUBTYPES: Meeting Agenda or Details 



8l3ca3lb 



11/10/2009 10:33:48 AM 
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REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: 

NO 


MEDIA INFORMATION: 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ#: 


RE LINE: 






DOC ID: 


ll-Mar-2009 BLA 125259; 

BLA 125259 




Cervarix 

General Memorandum 
Efficacy 

Meeting Agenda or Details 






8l3ed0b2 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 






GlaxoSmithKline 

Mr. Nicholas Perombelon 


Food and Drug FAX/E-mail 

Administration 

Ms. Helen S. Gemignani 


GENERAL MEMORANDUM 

SUBTYPES: Meeting Agenda or Details; Efficacy 
SUBTYPES: Meeting Agenda or Details; Efficacy 
Protocol: 580299/008 




DESCRIPTION: 












DESCRIPTORS: 












ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ 


RE LINE: 






DOC ID: 


27.Mar.2009 BLA 125259; 

BLA 125259 




Cervarix 
Resubmission 
Clinical 
CMC 






813e96e0 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 






GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug Correspondence 
Administration . 
Dr. Norman Baylor, Ph.D. 


RESUBMISSION 

SUBTYPES: CMC; Clinical 
SUBTYPES: CMC; Clinical 






11/10/2009 10:33:48 AM 
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REPORT DATE RANGE All 



Protocol: 106636 

Protocol: 107682 

Protocol: 107863 

Protocol: 108464 

Protocol: 109616/109624/109625 

Protocol: 111103 

Protocol: 111567 
Protocol: 580299/007 

Report:580299/007 
Protocol: 580299/008 

Report:580299/008 
Reports: VAL/HPV16PNTPCV02 
Reoorts: VAL/HPV.18PNTPCV02 



DESCRIPTION: 

DESCRIPTORS: 

ESG;ECTD;SAFE 

Emjffl« MFDIA INFORMATION: ^MM* MMEMm 



D ATE: APPLICATION: SER/SUPP/SEQ fc RE LINE: 

30-Mar-2009 BLA 125259 Cervarix 

General Memorandum 
N/A 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Ms. HelenS. Gemignani 


GlaxoSmithKline 
Mr. Matthew Whitman 


FAX/E-mail 


GENERAL fiORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION 

No 



DOC ID: 

8140c4eb 



PC COMPLETED: DATE REFERENCED: 

Yes 
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REPORT DATE RANGE All 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



30-Mar-2009 BLA 125259 



Cervarix 

General Memorandum 
N/A 



8140c4c8 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


GENERAL MEMOSSdUM 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 


Ms. Helen S. Gemignani 




SUBTYPES: N/A 






Protocol: 580299/007 








• Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



02-Apr-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



8140c46e 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline 
Mr. Matthew Whitman 


FAX/E-mail 


COMlNWOMfiON RBQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION" 

FDa advised GSK to review the original submission and, if necessary, submit a revised proposal for pediatric studies based on Section 505B [355c] of the Federal Food, Drug and Cosmetic Act 
(Research into Pediatric Uses for Drugs and Biological Products) by April 30, 2009, as an amendment to the BLA. 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 
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DATE: APPLICA TION: SER/SUPP/SEQ RE LINE: ^ D0C1D: 

07-Apr-2009 BLA 125259 Seq#: 0049 Cervarix Seq #: 0049 8 140c239 

Amendment: Other 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

QiixigBi£c Food and Drug Correspondence AMENDMENT: OTHER 
Mr. Matthew Whitman Administration SUBTYPES: N/A 

Dr. Norman Baylor, Ph.D. SUBTYPES: N/A 



DESCRIPTION: 

DESCRIPTORS: 

ESG;ECTD 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DA TE: APPLICATION: SER/SUPP/SEQ #; RE LINE: 

14-Apr-2009 BLA 125259 Cervarix 

General Memorandum 
N/A 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


GENERAL MEMORANDUM 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Ms. Helen S. Gemignani 




SUBTYPES: N/A 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: 


DATE REFERENCED: 


No 


Yes 




DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


15-Apr-20Q9 BLA 125259 Cervarix 




8142206d 
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General Memorandum 
N/A 



REPORT DATE RANGE All 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



GlaxoSmithKline 
Mr. Matthew Whitman 



FAX/E-mail 



DESCRIPTION: 



DESCRIPTORS: 



GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



17-Apr-2009 BLA 125259 



■Cervarix 

General Teleconference 
Clinical 



8142e27d 



FROM: TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GiaxoSmithKline Food and Drug Telephone Conversation 
Ms. Cynthia D'Ambrosio, Administration 
Ph.D. Ms. Helen S. Gemignani 


GENERAL TELECONFERENCE 
SUBTYPES: Clinical 
SUBTYPES: Clinical 




DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: 




DOC ID: 



20-Apr-2009 BLA 125259 



Cervarix 

General Correspondence 



81431 19d 
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REPORT DATE RANGE All 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

Fiod'S'DSg GiSmlthKiine Sr^pta GENERALCOM 
Administration . Mr. Matthew Whitman SUBTYPES: Status Update 

Mr. Wellington Sun ' SUBTYPES: Status Update 



DESCRIPTION: 

FDA designated the resubmission of Cervarix a complete class 2 response therefore assigning Sep 29, 2009 as the user fee goal date. 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



27-Apr-2009 BLA 125259 Seq#: 0050 



Cervarix Seq #: 0050 

Amendment to Pending Application 
Other 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Mr. Matthew Whitman 



Food and Drug 
Administration 
Dr. Norman Baylor, Ph.D. 



Correspondence 



"' AMIdMENT TO PENDING APPLICATION 
SUBTYPES: Other 
SUBTYPES: Other 



8l42a0de 



DESCRIPTION: 

DESCRIPTORS: 

ESG;ECTD;SAFE 

EliCTRONlCMEDIA: MEDIA INFORMATION: QCCOMPLETED: DATOIERENCED: 



Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



29-Apr-2009 BLA 125259 Cervarix 

General Memorandum 
N/A 



8143ad2f 



PROM; TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

Food'andD^g GiaxoSmithine FAX/E-maii : 1nM"I1MDUM'' 
1 1/10/2009 10:33:48 AM — — - — 
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REPORT DATE RANGE All 



Administration Mr. Matthew Whitman 

Ms. Helen S. Gemignani 



SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ I: RE LINE: 



DOC ID: 



29-Apr-2009 BLA 125259 



Cervarix 

General Memorandum 

N/A ■ 



DESCRIPTION: 
DESCRIPTORS: 



8143ac75 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


GENERAL MEMORANDUM 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Ms. Helen S. Gemignani 




SUBTYPES: N/A 








Protocol: 107682 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: 



PC COMPLETED: DATE REFERENCED: 

Yes 



DOC ID: 



04.May.2009 BLA 125259 



Cervarix 

Comment/Information R 
N/A 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



'''GlaxoSmithi'ne FAX/E-maii ' COMMENT/INFORMATION REQUEST 
Mr. Matthew Whitman SUBTYPES: N/A 

SUBTYPES: N/A 



8143acl2 
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REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


c\r rniMPi trnv tUTT RFFFRFNf FO- 
UL LUMrLljl tl). IJAl & ketlulii^&u. 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQH: 


RE LINE: 


DOC ID: 


12-May.2()09 BLA 125259 




Cervarix 

Response to FDA Request/Comment 
N/A 


81447adf 


FROM: 


TO: 


COMMUNICATION: DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Mr. Matthew Whitman 


Fo'odandDr'ug ' FAXS-raaii RESPONSE TO FDA REQUEST/COMMENT 

Administration SUBTYPES: N/A 
Ms. HelenS.Gemignani SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: 


RE LINE: 


DOC ID: 


13-May-2009 BLA 125259; 

BLA 125259 


Seq#: 0051 


Cervarix Seq #: 0051 

Amendment to Pending Application 


8l4410e9 



Other 
Safety 



PROM; TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

FoSSdDraJ CoTOpSence AMIM 

Dr. Edward M. Yuhas, Administration SUBTYPES: Other; Safety 

Ph.D. Dr. Norman Baylor, Ph.D. SUBTYPES: Other; Safety 



1 1/10/2009 10:33:48 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTION: 

DESCRIPTORS: 

ESG;ECTD;SAFE 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


I5-May-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




8l451eaf 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. HelenS. Gemignani 


GlaxoSmithKline FAX/E-maii 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


18-May-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




8l451e89 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-maii 
Mr. Matthew Whitman 


CMMEMioM'fiON REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 





DESCRIPTION: 
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CARDS CHRONOLOGY REPORT 
DESCRIPTORS: 



REPORT DATE RANGE All 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


18-May-2009 BLA 125259; 

BLA 125259 


Cemrix *l45fb95 
General Teleconference 
Advisory Committee Meeting 
Other 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 


Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKiine telephone Conversation 

Ms. Cynthia D'Ambrosio, 

Ph.D. 


GENERAL TELECONFERENCE 

SUBTYPES: Other; Advisory Committee Meeting 
SUBTYPES: Other; Advisory Committee Meeting 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


20-May-2009 BLA 125259 


Cervarix 

General Teleconference 
Advisory Committee Meet 


81478bb4 

ing 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Ms. Christine Walsh, R.N. 


Gla\oSmithKline Telephone Conversation 

Ms. Cynthia D'Ambrosio, 

Ph.D. 


GENERAL TELECONFERENCE 

SUBTYPES: Advisory Committee Meeting 
SUBTYPES: Advisory Committee Meeting 


DESCRIPTION: 






DESCRIPTORS: 
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REPORT DATE RANGE All 


PI ETTDftMir MFM A . 

tLrXIKUINILIVltUlA: 




OC COMPLETED: DATE REFERENCED: 


No 




'•' Yes 


nATF' Appl If ATION- 


SER/SUPP/SEQ RE LINE: 


DOC ID: 


20-May-2009 BLA 125259 


Cervarix 


8l52hffle 

OUtUIOt 


General Memorandum 






N/A 




FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline rAX/t-mail 


GENERAL MEMORANDUM 


Administration 


Ms. Cynthia D'Ambrosio, 


SUBTYPES: N/A 


Ms. Helen S. Gemignani 


Ph.D. 


SUBTYPES: N/A 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


03-Jun-2009 BLA 125259 


Seq#: 0052 Cervarix Seq #: 0052 


81462c8c 




Response to FDA Request/Comment 




N/A 




FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug Correspondence 


RESPONSE TO FDA REQUEST/COMMENT 


Dr. Edward M.Yuhas, 


Administration 


SUBTYPES: N/A 


Ph.D. 


Dr. Norman Baylor, Ph.D. 


SUBTYPES: N/A 




Protocol: 580299/008 


DESCRIPTION: 






DESCRIPTORS: 






ESG;ECTD;SAFE 
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REPORT DATE RANGE All 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


Yes 


Yes 


DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 


DOC ID: 



12-Jun-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



8147b558 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA ^QUEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Ms. Helen S. Gemignani 




SUBTYPES: N/A 



DESCRIPTION: 
DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



15-Jun-2009 BLA 125259 Seq#: 0053 



Cervarix Seq #: 0053 

Response to FDA Request/Comment 
N/A 



814704f5 



TO: 



GlaxoSmithKline Food and Drug 

Mr. Matthew Whitman Administration 

Dr. Norman Baylor, Ph.D. 



DESCRIPTION: 



COMMUNICATION: DOCTYPE & SUBTYPE: 
'Correspondence RESPO^ 



SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTORS: 

ESG;ECTD;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 
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REPORT DATE RANGE All 



DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


16-Jun-2009 BLA 125259; 

BLA 125259 


Cervarix 

General Memorandum 
Phase IV Commitment 
Safety 




FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 

Mr IVUnhnloc Pi>rnmh^lnn 

ivir imnoias i cromDeiun 


Food and Drug FAX/E-mail 

A rlminictpjf iAn 
/lUIHIIIIMI dllull 

Ms. Helen S. Gemignani 


GENERAL MEMORANDUM 

SUBTYPES; Phase IV Commitment; Safety 
SUBTYPES: Phase IV Commitment; Safety 
Protocol: 111103 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes" 


DATE: APPLICATION: 


SER/SUPP/SEQ ft RE LINE: 


DOC ID: 


19-Jun-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 


8l4863cb 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Ms. HelenS. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 
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REPORT DATE RANGE All 



IUTF. APPI If AXIOM' 


SFR/SIIPP/WO/i* RFIINE- 




DOC ID: 


19-Jun-2009 BLA 125259 


Cervarix 

General Memorandum 
N/A 




81486464 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Mr. Matthew Whitman 


p j j n FAV/T m nil 

Food and Drug FAX/L-mail 

Administration 

Ms. Helen S. Gemignani 


SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


19-Jun-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




8!4866b6 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. HelenS. Gemignani 


GlaxoSmithKline FAX/E-maii 
Mr. Matthew Whitman 


rOMMFNT/iN REOUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


19-Jun-2009 BLA 125259 


Cervarix 




81488029 



1 1/10/2009 10:33:48 AM 



Page: 162 of 299 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



Response to FDA Request/Comment 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

GiaSmithKline Fiod'and Drug MSST, mMWMm^MSM 
Mr. Matthew Whitman Administration SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 



No , 



Yes 



DATE: A PPLICATION: SER/SUPP/SEQ ft RE LINE: D0C1D: 

22-Jun-2009 BLA 125259 Cervarix 8,4889(2 

Response to FDA Request/Comment 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

GiaxoSmithKIine M'andDrug F^-mail mSMmil^mmSm 
Mr. Matthew Whitman Administration SUBTYPES: N/A 

Ms. Helen S. Gemignani SUBTYPES: N/A 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 



No 



Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: DQCIP: 

22-Jun-2009 BLA 125259 Cervarix 8152bf0 

General Memorandum 
N/A 
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REPORT DATE RANGE All 



FROM: TO; COMMUNICATION: DOCTYPE & SUBTYPE: 

Giax^mithKline Food and Driig FAX/E-maii GENERAL MEMO'^ 
Mr. Nicholas Perombelon Administration SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



22-Jun-2009 BLA 125259 



FROM: 



Cervarix 

Comment/Information Request 
N/A 



8l52c0c0 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



FoodandDrag GlaxoSmline FAX/E-maii COMMENT/INFORMATION REQUEST 
Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 

Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 



DATE: AP PLICATION: SER/SUPP/SEQ ft RE LINE: 

22.Jun.2009 BLA 125259 Cervarix 

General Memorandum 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



81529300 
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REPORT DATE RANGE All 



Food and Drug GlaxoSmithKline FAX/E-mail 

Administration Mr. Nicholas Perombelon 

Ms. Helen S. Gemignani 



GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 

DATE: APPLICATION: SER/SUPP/SEQ #; RE LINE: 



22-Jun-2009 BLA 125259; 

BLA 125259 



PC COMPLETED: DATE REFERENCED: 

Yes 



Cervarix 

. Comment/Information Request 
Safety 
General Memorandum 

Advisory Committee Meeting 



DOC ID: 



815100d4 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



DESCRIPTION: 



DESCRIPTORS: 



' Gia^SmithKJine FAX/E-mail COMMENT/INFORMATION REQUEST 
Mr. Nicholas Perombelon SUBTYPES: Safety 

SUBTYPES: Safety 

SUBTYPES: Advisory Committee Meeting 
SUBTYPES: Advisory Committee Meeting 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



23Jun-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



81529380 
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REPORT DATE RANGE All 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug 

Mr. Nicholas Perombelon Administration 

Ms. Helen S. Gemignani 



" FAX/E-mail * RESPONSE TO FDA REQUEST/COMMENT 

SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



23-Jun-2009 BLA 125259 



Cervarix 

General Memorandum 
N/A 



8l5293d9 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


GENERAL MEMORANDUM 


Administration 


Mr. Nicholas Perombelon 




SUBTYPES: N/A 


Ms. Helen S. Gemignani 






SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



24-Jun-2009 BLA 125259 



Cervarix 

General Memorandum 
N/A 



8l5294aa 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 



GlaxoSmithKline 



FAX/E-mail 



GENERAL MEMORANDUM 



1 1/10/2009 10:33:48 AM 
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REPORT DATE RANGE All 



Administration Mr. Nicholas Perombelon 

Ms. Helen S. Gemignani 



SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



24-Jun-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



8152946d 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


ClaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Nicholas Perombelon 


Administration 




SUBTYPES: N/A 




Ms. Helen S. Gemignani, 




SUBTYPES: N/A 








Protocol: 111103 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

No 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DPCID: 



26.Jun.2009 BLA 125259 



Cervarix 

General Memorandum 
Meeting Agenda or Details 



FRPM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



FoodandDrug ClaxoSmithKline FAX/E-mail 
Administration Mr. Nicholas Perombelon 

Ms. Helen S. Gemignani 



GENERAL MEMORANDUM 

SUBTYPES: Meeting Agenda or Details 
SUBTYPES: Meeting Agenda or Details 



8I5104bb 



1 1/10/2009 10:33:48 AM 
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Protocol: 113522 



REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: 

Yes 


DATE REFERENlLU: 


DATE: APPLICATION: SER/SUPP/SEQ #: 


RE LINE: 






DOC ID: 


26-Jun-2009 BLA 125259 


Cervarix 

General Memorandum 
Phase IV Commitment 






81510117 


FROM: TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 






GiaxoSmithKiine Food and Drug FAX/E-mail 
M r. Nicholas Perombelon Administration 

Ms. Helen S. Gemignani 


GENERAL MEMORANDUM 
SUBTYPES: Phase IV Commitment 
SUBTYPES: Phase IV Commitment 
Protocol: 113522 






DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: SER/SUPP/SEQ #: 


RE LINE: 






DOC ID: 


29-Jun-2009 BLA 125259 


Cervarix 

Response to FDA Request/Comment 
N/A 




81492e86 


FROM: TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 







GiaxoSmithKiine 
Mr. Matthew Whitman 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



FAX/E-mail RESPONSE TO FDA REQUEST/COMMENT 

SUBTYPES: N/A 
SUBTYPES: N/A • 
Protocol: 110659 



11/10/2009 10:33:48 AM 
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REPORT DATE RANGE All 



Protocol: 110886 
Protocol: 1 1 1507 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: D0C1D: 

29-Jun-2009 BLA 125259 Cervarix 8l49393f 

General Memorandum 
N/A 



FROM; TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

GiaSmithKline FoodaidDnig FAM-maii ISRAUiMOSSW 
Mr. Matthew Whitman Administration SUBTYPES. N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



29-Jun-2009 BLA 125259 Cervarix 81492dd3 



General Teleconference 
N/A 



FROM; TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

FoodandDrug GiaxoSmithine" Tele'p^o'nTanwSon GirM'IiiCpERENCE 
Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 

Protocol: 110659 
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REPORT DATE RANGE All 



Protocol: 110886 
Protocol: 111507 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

. No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



2Wun-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



FROM: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



TO: 

"cia^SmitliKjine 
Mr. Matthew Whitman 



COMMUNICATION: DOCTYPE & SUBTYPE: 



"' FAX/E-mail COMMENT/INFORMATION REQUEST . 

SUBTYPES: N/A 

SUBTYPES: N/A 
Protocol: 110659 
Protocol: 1 10886 
Protocol: 111507 



814add7b 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 



Ol-Jul-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Clinical 



FROM: 



TP: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



81498257 



GlaxoSmithKline 



Food and Drug 



FAX/E-n 



RESPONSE TO FDA REQUEST/COMMENT 



1 1/10/2009 10:33:48 AM 



Page: 170 of 299 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



Mr. Matthew Whitman Administration 

Ms. Helen S. Gemignani 



SUBTYPES: Clinical 

SUBTYPES: Clinical 
Protocol: 106636 
Protocol: 110659 
Protocol: 110886 
Protocol: 111507 
Protocol: 580299/011 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



OWul-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



8149827c 



FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 



Ol-Jul-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



8!4add93 



11/10/2009 10:33:48 AM 
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REPORT DATE RANGE All 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline 
Administration Mr. Matthew Whitman 

Ms. Helen S. Gemignani 



'" FAX/E-mail COMMENT/INFORMATION REQUEST 

SUBTYPES: N/A 

SUBTYPES: N/A 
Protocol: 106636 
Protocol: 110659 
Protocol: 110886 
Protocol: 111507 
Protocol: 580299/011 



DESCRIPTION: 
DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



Ol-Jul-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Safety 



8151052d 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA ^QUEST/COMMENT 


Mr. Nicholas Perombelon 


Administration 




SUBTYPES: Safety 




Ms. Helen S. Gemignani 




SUBTYPES: Safety 






Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



07-Jul-2009 BLA 125259 



Seq#: 0054 



Cervarix Seq #: 0054 



8l49baN 
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REPORT DATE RANGE 



General Correspondence 
CMC 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Mr. Byron Bravo 



Food and Drug 
Administration 
Dr. Norman Baylor, Ph.D. 



Correspondence 



GENERAL CORRESPONDENCE 
SUBTYPES: CMC 
SUBTYPES: CMC 



DESCRIPTION: 

ESG;ECTD;SAFE 

DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



OWul-2009 BLA 125259 



Cervarix 

General Memorandum 
N/A 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug 

Mr. Matthew Whitman Administration 

Ms. Helen S. Gemignani 



FAX/E-mail 



GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 

Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 



814ad833 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



PC COMPLETED: DATE REFERENCED: 

Yes 



DOC ID: 



09-Jul-2009 BLA 125259 



Seq#: 0055 



Cervarix Seq #: 0055 
General Correspondence 

' N/A 



81494ccf 



1 1/10/2009 10:33:48 AM 
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REPORT DATE RANGE All 



FR OM; TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

WSSSSST. loodanii¥ug Corraioniience Q^MmmSSSm 
Mr. Matthew Whitman Administration SUBTYPES: N/A 

Dr. Norman Baylor, Ph.D. SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 
Yes Y« 

DATE: AP PLICATION: SER/SUPP/SEQ #: RE LINE: . D0C1D: 

!3-Jul-2009 BLA 125259 Cervarix 8l4ad8a7 

Comment/Information Request 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
FoodandD^g QiSSBSi ™ : ™ii cM§fM6MflON REQUEST' 

Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 



No 



'Yes 



DATE: AP PLICATION: SER/SUPP/SEQ fc RE LINE: D0C1D: 

lWul-2009 BLA 125259 Seq#: 0056 Cervarix Seq #: 0056 8149d038 

Amendment to Pending Application 
Safety 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



11/10/2009 10:33:48 AM 
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REPORT DATE RANGE All 



'GlaxoSithKiine Food and Drug Cirresji^dence AMENDMENT TO PENDING APPLICATION 
Dr. Edward M. Yuhas, Administration SUBTYPES: Safety 

Ph.D. Dr. Norman Baylor, Ph.D. SUBTYPES: Safety 

Protocol: 580299/008 
Protocol: 580299/009 



DESCRIPTION: 



DESCRIPTORS: 

ESG;ECTD;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: PC COMPLETED: DATE REFERENCED: 

Yes Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: DQCID: 

IWul-2009 BLA 125259 Cervarix 814adccf 

Comment/Information Request 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
FoodandDfug Gia^Smithine" FAX/E-mail COMMENT^FOR^^ 

Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S. Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: D0CID: 

l4-Jul-2009 BLA 125259 Cervarix 815354d9 

Comment/Information Request 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

'FoodandDrug Gia^SmithKline FAX/E-m'aii WMMSmm^m 
11/10/2009 10:33:48 AM "~~ — — — page; ^ rf m 



CARDS CHRONOLOGY REPORT REPORT DATE RANGE All 

Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms.HelenS.Cemignani SUBTYPES:N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



16-Jul-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



814add4d 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GhiioS Food and Drug FAX/E-mail 

Mr. Matthew Whitman Administration 

Ms. Helen S. Gemignani 



RESPONSE TO FDA REQUEST/COMMENT 

SUBTYPES: N/A 

SUBTYPES: N/A 

Protocol: 580299/008 
Protocol: 580299/010 ■ 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



DAT E: APPLICATION: SER/SUPP/SEQ tf: RE LINE: 

!64ul-2009 BLA 125259 Cervarix 

Comment/Information Request 
N/A 



FROM: TO: COMMUNICATION: 
FoodandDrug GiaioSmithKline FAX/E-mail" 

Administration Mr. Matthew Whitman 

11/10/2009 10:33:48 AM ' — 



PC COMPLETED: DATE REFERENCED: 

Yes 



DOC ID: 

8 1 4b 1 3 1 0 



DOCTYPE & SUBTYPE: 

'MlMioMfioNipsf 

SUBTYPES: N/A 

' Page: 176 of 299 



REPORT DATE RANGE All 



Ms. Helen S. Gemignani 




SUBTYPES: N/A 

Protocol: 580299/010 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


16-Jul-2009 BLA 125259 


Seq#: 0057 Cervarix Seq #: 0057 
General Correspondence 
Advertising/Promotion 




814a8768 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug Correspondence 

Administration 

Dr. Norman Baylor, Ph.D. 


GENERAL CORRESPONDENCE 
SUBTYPES: Advertising/Promotion 
SUBTYPES: Advertising/Promotion 





DESCRIPTION: 








DESCRIPTORS: 

ESG;ECTD;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


n-Jul-2009 BLA 125259 


Cervarix 

General Memorandum 
N/A 




814ad8fa 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 





11/10/2009 10:33:48 AM 
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REPORT DATE RANGE All 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


3tK/Mr VlSL\l W. KJi LIINL. 




DOC ID: 


I7-Jul-2009 BLA 125259 


Cervarix 

Comment/Information Request 
Labeling 




8I4M1R 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail" 
Mr. Matthew Whitman 


cMMlFOMfiON REQUEST 
SUBTYPES: Labeling 
SUBTYPES: Labeling 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQH: RE LINE: 




DOC ID: 


ITJiUm BLA 125259 


Cervarix 

Response to FDA Request/Comment 
Labeling 


8l4bl2ld 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug FAX/E-mail 

Administration 

Ms. Helen S. Gemignani 


RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: Labeling 
SUBTYPES: Labeling 





DESCRIPTION: 



11/10/2009 10:33:48 AM 
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REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA; MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SiPP/5tQ #: Kb LIINL: 




DOC ID: 


2(Wu|.2O09 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




8I4b0dcl 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




t\r rrwmt vtvj\, hatf DFETDrvrnv 
OCLOMrLtlLU: DAItKLrtKtNlXU. 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


toWlim BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




8l4b349f 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmiffiine FAX/E-maii 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 





DESCRIPTION: 



DESCRIPTORS: 
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REPORT DATE RANGE All 




ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: 


DATE REFERENCED: 


No 


Yes 




DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 




DOC ID: 



22-Jul-2009 BLA 125259 Cervarix 

Comment/Information Request 
N/A 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlixoSmithKline FAX/E-mail COMMENT/INFORMATION REQUEST 
Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 



22-Jul-2009 BLA 125259 



FROM: 



Food and Drug 
Administration 
Ms. Helen S. Gemignar. 



Cervarix 

Comment/Information Request 
N/A 



814b62b4 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



"'GTaToSithKline FAX/E-mail COMMENT/INFORMATION REQUEST 

Mr. Matthew Whitman SUBTYPES: N/A 

SUBTYPES: N/A 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 



1 1/10/2009 10:33:48 AM 



OC COMPLETED: DATE REFERENCED: 
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No 




Yes 




DATE: 


APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


22-Jul-2009 


BLA 125259 


Cervarix 




8l4ccl8b 



Response to FDA Request/Comment 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

GiaxSiihKiine Food and Drug PAXShbS" : RlSPONSE TO 
Mr. Matthew Whitman Administration SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: PC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: DOC ID: 

24-Jul-2009 BLA 125259 Seq#: 0058 Cervarix Seq 0058 8l4aeedl 

General Correspondence 
Other 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
'GlSSmlKiine FoodandDriig Co^Snce GErSE^ 
Ms. Teresa Ward Administration SUBTYPES: Other 

Mr. Gilliam Conley SUBTYPES: Other 



DESCRIPTION: 



DESCRIPTORS: 

ESG;ECTD;SAFE ' 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



11/10/2009 10:33:48 AM 
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REPORT DATE RANGE All 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



26-Jul-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



814bd4db 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Foodand Drug "SSSIISS FAWtal COMMENT/INFORMATION REQUEST 

Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 

Protocol: 580299/009 



DESCRIPTION: 
DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



26^ul-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



814c4388 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



GlaxoSmithKline 
Mr. Matthew Whitman 



FAX/E-mail 



COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 



Protocol 


107638 


Protocol 


111712 


Protocol 


112024 


Protocol 


112485 


Protocol 


113618 


Protocol 


580299/008 



DESCRIPTION: 



DESCRIPTORS: 
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ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED; 


DATE REFERENCED: 


No 


' Yes 




DATE: APPLICATION: SER/SUPP/SEQ RE LINE: 




DOC ID: 


26-Jul-2009 BLA 125259 Cervarix 




814bd426 



Comment/Information Request 



N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

'S'dSiD'Sg 'SSSSSS FAX/E-mail WSmSS^SMW^ 
Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 

Protocol: 580299/008 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: A PPLICATION: SER/SUPP/SEQ #: RE LINE: D0CID: 

2tMN9 BLA 125259 Cervarix 8l4c42bc 

General Memorandum 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

Mr. Nicholas Perombelon Administration SUBTYPES: N/A 

Ms. Helen S. Gemignani SUBTYPES: N/A 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 



1 1/10/2009 10:33:48 AM 



OC COMPLETED: DATE REFERENCED: 
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No 




Yes 




DATE; 


APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




..... DOC ID: 


28-Jul-2009 


BLA 125259 


Cervarix 




. 815110a2 



Response to FDA Request/Comment 
Safety 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Nicholas Perombelon 


Administration 




SUBTYPES: Safety 




Ms. Helen S. Gemignani 




SUBTYPES: Safety 



DESCRIPTION: 
DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



28-Jul-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



8I4c41ba 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COllENT 


Mr. Nicholas Perombelon 


Administration 




SUBTYPES: N/A 




Ms. Helen S. Gemignani 




SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 
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DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: D0C1D: 

29-Jul-2009 BLA 125259 Cervarix 814c0367 

General Memorandum • "' , 

N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
Foodand Drug GiaSmSSe FM/E-mail '. GENERAL MEM^ 

Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S. Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APP LICATION: SER/SUPP/SEQ #: RE LINE: D0C1D: 

29-Jul-2009 BLA 125259 Seq#: 0059 Cervarix Seq #: 0059 814b9e07 

Amendment to Pending Application 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

GiaxoSmi'thkiine FodandDrug ComsHence T^mMWmSMSiM 
Mr. Matthew Whitman Administration SUBTYPES: N/A 

Dr. Norman Baylor, Ph.D. SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 

ESG;ECTD;SAFE 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: 


DATE REFERENCED: 


Yes 


Yes 




DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 




DOC ID: 


29-Jul-2009 BLA 125259 Cervarix 




8l4c0401 
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Comment/Information Request 
N/A 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Ms. Helen S.Gemignani 


GlaxoSmithKline 

Mr. Nicholas Perombelon 


FAX/E-mail 


cMentSfoMtion request 
subtypes: n/a 
subtypes: n/a 



DESCRIPTION: 



DESCRIPTORS: 



EU£j«CM» MEDIA INFORMATION: gli DATE REFERENCED: 
No ^ 

DATE: APPLICATION: SER/SUPP/SEQ RE LINE: ( DQCIP: 

29-Jul-2009 BLA 125259 Cervarix 81535251 

General Memorandum 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

GiaxiSmithKIine ' FoodandDrug USSS gSmlMOMNDUM 
Mr. Nicholas Perombelon Administration SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 

Protocol: 580299/009 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

Yes 



No 



DATE: A PPLICATION: SER/SUPP/SEQfl: RE LINE: P0CID: 

29-Jul-2009 BLA 125259 Cervarix 815106a3 

Comment/Information Request 

Safety ^ 
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FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration ' 
Ms. Helen S. Gemignani 


GiaxoSmithKiine FAX/E-mail 
Mr. Nicholas Perombelon 


rnmre^ 

LUMMtN 1 /llNrUKJVIA I KX^U to l . 

SUBTYPES: Safety 
SUBTYPES: Safety 
Protocol: 580299/009 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


30-Jul-2009 BLA 125259 


Cervarix 

Response to FDA Request/Comment 
N/A 


8l4c03bb 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKiine 
Mr. Matthew Whitman 


Food and Drug FAX/E-mail 

Administration 

Ms. Helen S. Gemignani 


RiSPONSE TO FDA iQUEST/COMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


30-Jul-2009 BLA 125259 


Cervarix 




8l4c0390 



N/A 
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m COMMUNICATION* 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 

SUBI Yrc5. IN/A 

Protocol: 580299/008 
Protocol: 580299/009 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEOJ: RE LINE: 




DOC ID: 


30-Jul-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




814c0300 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Nicholas Perombelon 


POMMFNT/INFORMATION REOUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEOJ: RE LINE: 




DOC ID: 


30-Jul-2009 BLA 125259 


Cervarix 

Comment/Information Request 
Safety 




8151119b 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 
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REPORT DATE RANGE All 



FoodandDrug Gia^SmithKline M/E^iail (llEOT 
Administration Mr. Nicholas Perombelon SUBTYPES: Safety 

Ms. Helen S.Gemignani SUBTYPES: Safety 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



30-Jul-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



81535627 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



GlaxoSmithKline FAX/E-mail 
Mr. Nicholas Perombelon 



COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 
No 

DATE: APPLICATION: SER/SUPP/SEQ fc RE LINE: D0CID: 

30-Jul-2009 BLA 125259 Cervarix 814c02be 

General Memorandum 
N/A 



FROM; TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

'FoodandDrug SSSkE FAXl-maii G§iALlMORANM' 
Administration Mr. Matthew Whitman SUBTYPES: N/A 



11/10/2009 10:33:48 AM 



Page: 189 of 299 



CARDS CHRONOLOGY REPORT 
Ms. Helen S. Gemignani 



REPORT DATE RANGE Ml 

SUBTYPES: N/A "*™* 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: DQC1D: 

31-Jul-2009 BLA 125259 Cervarix 814clfa6 

Response to FDA Request/Comment 
N/A 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA rIqUEST/COMMM 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Ms. Robin Levis 




SUBTYPES: N/A 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 



No 



Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: D0CID: 



31-Jul-2009 BLA 125259 Cervarix 

Response to FDA Request/Comment 
N/A 



814clfc3 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



"SSSSSSSi Food and Drug m&3 RESPONSE TO FDA REQUEST/COMMENT 
Mr. Matthew Whitman Administration SUBTYPES: N/A 

Ms. Robin Levis SUBTYPES: N/A 
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REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



31-Jul-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



814clf6f 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA RE QUEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Ms. Helen S.Gemignani 




SUBTYPES: N/A 






Protocol: BEPI 13522 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQtf: RE LINE: 



DOC ID: 



3 Wul-2009 BLA 125259 Seq#: 0060 Cervarix Seq #: 0060 

Response to FDA Request/Comment 
N/A 



814be466 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Mr. Matthew Whitman 



"Food and Drug Corresjiondence RESPONSE TO FDA REQUEST/COMMENT 
Administration SUBTYPES: N/A 

Dr. Norman Baylor, Ph.D. SUBTYPES: N/A 

Protocol: 580299/009 



DESCRIPTION: 
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REPORT DATE RANGE All 



DESCRIPTORS: 

ESG;ECTD;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 



31-Jul-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



814c776e 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Ms. Laura C Montague 


GlaxoSmithKline 
Mr. Matthew Whitman 


FAX/E-mail 


coMntmoMtion request 
subtypes: n/a 
subtypes: n/a 

Protocol: 580299/009 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



31-Jul-2009 BLA 125259 



DOC ID: 



Cervarix 

Response to FDA Request/Comment 
N/A 



8I4c76cb 



FROM: 



TP: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Mr. Matthew Whitman 



"" Food and Drug FAXSSiii RESPONSE TO FDA REQUEST/COMMENT 
Administration SUBTYPES: N/A 

Ms. Laura C. Montague SUBTYPES: N/A 

Protocol: 580299/009 



DESCRIPTION: 
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REPORT DATE RANGE All 



DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 
Yes 



DATE: APPLICATION: SER/SUPP/SEQ#: RE LINE: 



DOC ID: 



3I-Jul-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



814c67ab 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Mr. Matthew Whitman 




SUBTYPES: N/A 


Ms. Laura C. Montague 






SUBTYPES: N/A 






Protocol: 580299/009 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SLPP/SEQ #: RE LINE: 



31-Jul-2009 BLA 125259 



FROM: 

Food and Drug 

Administration 

Ms. Laura C. Montague 



Cervarix 

General Memorandum 
N/A 



TO: 

""GTawSmitnliine 
Mr. Matthew Whitman 



COMMUNICATION: DOCTYPE & SUBTYPE: 



FAX/E-mail 



GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 

Protocol: 580299/009 



DOC ID: 



814c450e 



DESCRIPTION: 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



03-Aug-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



8I4c67ce 



FROM: 



TO: 



GlaxoSmithKline Food and Drug 
Mr. Matthew Whitman Administration 

Ms. Laura C. Montague 



DESCRIPTION: 



COMMUNICATION: DOCTYPE & SUBTYPE: 
ISiSii iSSPONSE TO FDA 



DESCRIPTORS: 



SUBTYPES: N/A 
SUBTYPES: N/A 

Protocol: 580299/009 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



04-Aug-2009 BLA 125259 Seq#: 0061 



Cervarix Seq #: 0061 

Amendment to Pending Application 
Safety 



814c455d 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Dr. Edward M.Yuhas, 
Ph.D. 



Food and Drug 
Administration 
Dr. Norman Baylor, Ph.D. 



" Correspondence AMENDMENT TO PENDING APPLICATION 

SUBTYPES: Safety 

SUBTYPES: Safety 
Protocol: 104798 
Protocol: 105881 
Protocol: 108464 
Protocol: 108933 
Protocol: 110659 
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REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS: 

ESG;ECTD;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



05-Aug-2009 BLA 125259 



Cervarix 

General Memorandum 
N/A 



8l4cd31d 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Laura C. Montague 



GlaxoSmithKline 
Mr. Matthew Whitman 



FAX/E-mail 



GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: ■ 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 

05-Aug-2009 BLA 125259 Cervarix 

Response to FDA Request/Comment 
N/A 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA R£pSf/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Ms. Laura C. Montague 




SUBTYPES: N/A 



DESCRIPTION: 
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REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 



DATE: APPLICATION: SER/SUPP/SEQ II: RE LINE: 

05-Aug-2009 BLA 125259 Cervarix 

Comment/Information Request 
N/A 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


coMn wormaton request 


Administration 


Mr. Matthew Whitman 




SUBTYPES: N/A 


Ms. Laura C Montague 






SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



05-Au g -2009 BLAU5259 



Cervarix 

Comment/Information Request 
N/A 



8l4cd363 



FROM: 



TO: 



COMMUNICATION: 



Food and Drug 
Administration 
Ms. Laura C. Montague 



GlaxoSmithKline 
Mr. Matthew Whitman 



FAX/E-mail 



DOCTYPE & SUBTYPE: 

SUBTYPES: N/A • 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



06-Aug-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



814cd3f4 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


iSPONSE TO FDA RpEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Ms. Laura C. Montague 




SUBTYPES: N/A 






Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



06-Aug-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 


Food and Drug 
Administration 
Ms. Laura C Montague 


GlaxoSmithKline 
Mr. Matthew Whitman 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 

Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 
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ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


06-Aug-2009 BLA 125259 


Cervarix 

Response to FDA Request/Comment 
N/A 


8l4cd37a 


FROM: 


TO: COMMUNICATION: 


nOf TYPF A SIJRTYPF* 




'GiaxoSmiihKline 
Mr. Matthew Whitman 


Food and Drug FAX/E-mail 

Administration 

Ms. Laura C Montague 


RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 

Protocol: 580299/008 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


06-Aug-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




8l4cd394 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Laura C. Montague 


GiaxoSmiihKline FAX/E-mail 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 

Protocol: 580299/008 





DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 



11/10/2009 10:33:49 AM 



OC COMPLETED: DATE REFERENCED: 
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No 



Yes 



DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 



07-Aug-2009 BLA 125259; 

BLA 125259; 
BLA 125259; 
BLA 125259; 
BLA 125259; 
BLA 125259 



Seq#:0062 Cervarix Seq#:0062 

Amendment to Pending Application 
N/A 

General Correspondence 
Advisory Committee Meeting 
Briefing Document 
Clinical 
Efficacy 
Safety 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



GiaxoSmith Food and Drug Correspondence 

Mr. Matthew Whitman Administration 

Dr. Norman Baylor, Ph.D. 



AMENDMENT TO PENDING APPLICATION 
SUBTYPES: N/A 
SUBTYPES: N/A 

SUBTYPES: Clinical; Safety; Advisory Committee Meeting; Briefing Document; Efficacy 
SUBTYPES: Clinical; Safety; Advisory Committee Meeting; Briefing Document; Efficacy 



Protocol: 580299/001 
Protocol: 580299/007 
Protocol: 580299/008 
Protocol: 580299/013 



DESCRIPTION: 



DESCRIPTORS: 

ESG; ECTD; SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 

07-Aug-2009 BLA 125259 Seq#: 0063 Cervarix Seq #: 0063 

Amendment to Pending Application 
Other 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

GiaxoSmiihKiine Food andDrug Correspondence JS^mmWSmmmm 
Mr. Byron Bravo Administration SUBTYPES: Other 
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Dr. Norman Baylor, Ph.D. 


SUBTYPES: Other 


DESCRIPTION: 






DESCRIPTORS: 






ESG;ECTD;SAFE 






ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


Yes 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


07-Aug-2009 BLA 125259 


Cervarix 


814c6c80 


General Correspondence 






Advisory Committee Meeting 


FROM: 


TO: COMMUNICATION: 


UULIYrt&alDl YrL. 


GlaxoSmithKline 


Food and Drug Correspondence 


GENERAL CORRESPONDENCE 


Mr. Matthew Whitman 


Administration 


SUBTYPES: Advisory Committee Meeting 




Ms. Christine Walsh, R.N. 


SUBTYPES: Advisory Committee Meeting 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


Yes 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


07-Aug-2009 BLA 125259 


Cervarix 


8l4cd403 


Comment/Information Request 






N/A 




FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 


Food and Drug 


GlaxoSmithKline FAX/E-maii 


COMMENT/INFORMATION REQUEST 


Administration 


Mr. Matthew Whitman 


SUBTYPES: N/A 


Ms. Laura C. Montague 




SUBTYPES: N/A 




Protocol: 580299/008 
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REPORT DATE RANGE All 



DESCRIPTION: 
DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: PC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: DOC ID: 

lO-Aug-2009 BLA 125259 Seq#: 0064 Cen/arix Seq #: 0064 8I4cd440 

Response to FDA Request/Comment 
N/A 

FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



"GlixoSmithKline Food and Drug Correspondence RESPONSE TO FDA REQUEST/COMMENT 
Mr. Matthew Whitman Administration SUBTYPES: N/A 

Dr. Norman Baylor, Ph.D. SUBTYPES: N/A 

DESCRIPTION: 

DESCRIPTORS: 

ESG;ECTD;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: PC COMPLETED: DATE REFERENCED: 

Yes Yes 

DATE: APPLICAT ION: SER/SUPP/SEQ fl: RE LINE: DOC ID: 

ll-Aug-2009 BLA 125259 Cervarix 8I4d0da5 

Comment/Information Request 
N/A 

FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

Food'and Drug GTaxoSmithKiine* FAX/E-mail COMMEOTlfeMfiONlEpJf 
Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 

Protocol: 580299/009 

DESCRIPTION: 
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REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQH: 


RE LINE: 






DOC ID: 


IUup-2009 BLA 125259 




Cervarix 

Comment/Information Request 
N/A 






8l4d0d7e 


rKUIVl: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 






Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GiaxoSmithKiine FAX/E-mail" 
Mr. Matthew Whitman 


COMMENTlFOSATiON RBQUESf 
SUBTYPES: N/A 
SUBTYPES: N/A 






nrcrRiPTiON 1 
ULotKiniun. 












DESCRIPTORS: 












ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ#: 


RE LINE: 






DOC ID: 


ll-Aug-2009 BLA 125259 




Cervarix 

Response to FDA Request/Comment 
N/A 




8l4d0d8f 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 






GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug FAX/E-mail 

Administration 

Ms. Helen S. Gemignani 


RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 





DESCRIPTION: 



DESCRIPTORS: 
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REPORT DATE RANGE All 



ELECTRONIC MEDIA: MEDIA INFORMATION; 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



ll.Aug.2009 BLA 125259 



FROM: 

Food and Drug 

Administration 

Ms. Helen S. Gemignani 



Cervarix 

Comment/Information Request 
N/A 



8l4d2lcc 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Mr. Matthew Whitman 



" FAX/E-mail COMMENT/INFORMATION REQUEST 

SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



ll-Aug-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



814d0d47 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUE ST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Ms. Helen S. Gemignani 




SUBTYPES: N/A 






Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 
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ELECTRONIC MEDIA: 


MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


ll-Aug-2009 BLA 125259 


Cervarix 


8l4d0d6d 


General Memorandum 






N/A 





FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

FoodandDrug toSmithline' FM/iSii G^iALMEMOSNDUM 
Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 

Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: D0CID: 

l2-Aiig-2009 BLA 125259 Cervarix 814d230b 

Response to FDA Request/Comment 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

GiaxSmithKline Food and Drug FAX/E-maii RESPONSE TO FDA^ 
Mr. Matthew Whitman Administration SUBTYPES: N/A 

Ms. Helen S. Gemignani SUBTYPES: N/A 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 
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No 






Yes 




DATE: APPLICATION: 


SER/SUPP/SEQ #: 


RE LINE: 




DOC ID: 


13-Aug-2009 BLA 125259 


Seq#: 0065 


Cervarix Seq #: 0065 

Response to FDA Request/Comment 
N/A 




814d074b 


FROM: 


TO: 


COMMUNICATION: DOCTYPE & SUBTYPE: 






GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug Correspondence RESPONSE TO FDA REQUEST/COMMENT 
Administration * SUBTYPES: N/A 
Dr, Norman Baylor, Ph.D. SUBTYPES: N/A 

Protocol: 113522 







DESCRIPTION: 



DESCRIPTORS: 

ESG;ECTD;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



13-Aug-2009 BLA 125259 



Cervarix 

General Memorandum 

N/A 



814e75af 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug 
Mr. Matthew Whitman Administration 

Ms. Helen S.Gemignani 



FAX/E-mail 



GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 



No 



PC COMPLETED: DATE REFERENCED: 

Yes 



CARDS CHRONOLOGY REPORT 




REPORT DATE RANGE All 


DATE; APPLICAI1UN: 






DOC ID: 


l3.Aug-2009 BLA 125259 


Cervarix 

General Memorandum 
N/A 




8l4d42dc 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


CiaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


13-Aug-2009 BLA 125259 


Cervarix 

General Memorandum 
N/A 




8l4d4146 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug FAX/E-mail 

Administration 

Ms. Helen S. Gemignani 


GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ ft RE LINE: 




DOC ID: 




11/10/2009 10:33:49 AM 
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13-Aug-2009 BLA 125259 Cervarix 814d40ab 

Response to FDA Request/Comment 
N/A 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Ms. Christine Walsh, R.N. 




SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: PC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APPLICATION: SER/SUPP/SEQfl: RE LINE: DOC ID: 

14-Aug-2009 BLA 125259 Seq#: 0066 Cervarix Seq 1:0066 814d3df5 

Response to FDA Request/Comment 
N/A 

FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

'GlaxoImithKilne Food and Drug Correspondence RlSPONiTOFDA^ 
Mr. Matthew Whitman Administration SUBTYPES: N/A 

Dr. Norman Baylor, Ph.D. SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 


No 


DATE: APPLICATION: SER/SUPP/SEQ RE LINE: 


DOC ID: 


14-Aug-2009 BLA 125259 Cervarix 

Response to FDA Request/Comment 
N/A 


8l5090e2 
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REPORT DATE RANGE All 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Arthur Berger Jr. 


Administration 




SUBTYPES: N/A 


Dr. Carmen M.Collazo 




SUBTYPES: N/A 








Protocol: 106372 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: D0C1D: 



l4.Aug-2009 BLA 125259 Cervarix 

General Memorandum 
N/A 



814elf88 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
FoodandDrag Gia^SmithKIine FOT-rnaii WRALMEMO^NDUM* 

Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. HelenS. Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 
No Yes 

DATE: A PPLICATION: SER/SUPP/SEQ ft RE LINE: DQC1D: 

17-Aug-2009 BLA 125259 Cervarix mm 

General Correspondence 
N/A 
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REPORT DATE RANGE 



FROM: 



TO: 



Food and Drug 
Administration 
Ms. Heather Murray 



"'GiawSmifiine" 
Mr. Nicholas Perombelon 



COMMUNICATION: DOCTYPE & SUBTYPE: 
Correspondence 



SUBTYPES: N/A 
SUBTYPES: N/A 
Protocol: 104772 
Protocol: 580299/001 
Protocol: 580299/002 
Protocol: 580299/003 
Protocol: 580299/004 
Protocol: 580299/005 
Protocol: 580299/007 
Protocol: 580299/008 
Protocol: 580299/012 



DESCRIPTION: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



19-Aug-2009 BLA 125259 



Cervarix 

General Memorandum 

Advisory Committee Meeting 



815111b! 



FROM: 



TO: 



GlaxoSmithKline Food and Drug 
Mr. Nicholas Perombelon Administration 

Ms. Helen S. Gemignani 



COMMUNICATION: DOCTYPE & SUBTYPE: 
FAX/E-maii GiSALlMO^Mivl 

SUBTYPES: Advisory Committee Meeting 
SUBTYPES: Advisory Committee Meeting 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



1 1/10/2009 10:33:49 AM 
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DATE: APPLICATION: SER/SDPP/SEQ #: RE LINE: __ D0C1P: 

20-Aug-2009 BLA 125259 Cervarix 814ela51 

General Memorandum 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
FoodandDrug GlaxoSmithine FAX/E-maii SlmMEMOENDUM' 

Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S. Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



21-Aug-2009 BLA 125259 



FROM: 



Cervarix 

General Memorandum 

Advisory Committee Meeting 



8151 1 Icf 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



ITaxoSmiifhkli FAX/E-mail GENERAL MEMORANDUM 

Mr. Nicholas Perombelon SUBTYPES: Advisory Committee Meeting 

SUBTYPES: Advisory Committee Meeting 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 


Yes 


DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


21-Aug-2009 BLA 125259 Cervarix 


814elfea 
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REPORT DATE RANGE All 



Comment/Information Request 



FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 






rood and Urug 
Administration 
Ms. Helen S. Gemignani 


uiaAOsmiiniviinc r/\A/c niaii 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 






DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ0: RE LINE: 






DOC ID: 


21-Aug-2009 BLA 125259 


Cervarix 

General Memorandum 
N/A 






8 1 4e2024 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 






Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-maii 
Mr. Matthew Whitman 


GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 






DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 






DOC ID: 


21-Aug.20()9 BLA 125259 


Cervarix 

General Memorandum 






8l4e7937 



N/A 
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REPORT DATE RANGE All 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug 

Mr. Nicholas Perombelon Administration 

Ms. Helen S. Gemignani 



FAX/E-mail 



GENERAL MEMORANDUM 

SUBTYPES: N/A 

SUBTYPES: N/A 
Protocol: 104479 
Protocol: 109890 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 



2l-Aug-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
CMC 



8l4e789l 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Nicholas Perombelon 


Administration 




SUBTYPES: CMC 




Ms. Helen S. Gemignani 




SUBTYPES: CMC 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



24-Aug-2009 BLA 125259 



Cervarix 

General Memorandum 
N/A 



8l4ID6ea 
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REPORT DATE RANGE All 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline 
Administration Mr. Nicholas Perombelon 

Ms. Christine Walsh, R.N. 



FAX/E-mail 



GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



24-Aug-2009 BLA 125259 



Cervarix 

General Memorandum 
N/A 



FROM: 



TO: 



COMMUNICATION: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 

DESCRIPTION: 
DESCRIPTORS: 



GlaxoSmithKline 
Mr. Matthew Whitman 



FAX/E-mail 



DOCTYPE & SUBTYPE: 

'"SlM"SiiioSNDUM"' 

SUBTYPES: N/A 
SUBTYPES: N/A 



814e2045 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 



24-Aug-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



8l4e2086 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 



GlaxoSmithKline 



FAX/E-mail 



COMMENT/INFORMATION REQUEST 



1 1/10/2009 10:33:49 AM 
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REPORT DATE RANGE All 



Administration Mr. Matthew Whitman 

Ms. Helen S. Cemignant 



SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



24.Aug.2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



814e21e5 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Nicholas Perombelon 


Administration 




SUBTYPES: N/A 




Ms. Christine Walsh, RN. 




SUBTYPES: N/A 








Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 



24-Aug.2009 BLA 125259 



Cervarix 

General Memorandum 
N/A 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline 
Administration Mr. Nicholas Perombelon 

Ms. Christine Walsh, R.N. 



FAX/E-mail 



GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 



814e2205 
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REPORT DATE RANGE All 



DESCRIPTION: 
DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



24-Aug-2009 BLA 125259 



Cervarix 

General Teleconference 
N/A 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



ISaiE Telephone"Conver'sation GENERAL TELECONFERENCE 
Mr. Matthew Whitman SUBTYPES: N/A 

SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



Protocol: 
Protocol: 
Protocol: 



110659 



580299/009 



814f05b5 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



25-Aug-2009 BLA 125259 



Cervarix 

General Memorandum 
N/A 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Mr. Matthew Whitman 



Food and Drug 
Administration 
Ms. HelenS. Gemignani 



FAX/E-mail 



""GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 



DOC ID: 



814e3ff8 
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REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: 

No * 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: 


RE LINE: 




DOC ID: 


K Ann IflflQ Rl A 17W) 




Cervarix 

General Memorandum 
N/A 




8l4e5c4e 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GiaxoSmi'thKiine FAX/E-mail 
Mr. Matthew Whitman 


GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: 


RE LINE: 




DOC ID: 


25-Aug-2009 BLA 125259 




Cervarix 

General Memorandum 
N/A 




814e43a5 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 




GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug FAX/E-mail 

Administration 

Dr. Lisa Stockbridge, 

Ph.D. 


GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 
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CARDS CHRONOLOGY REPORT 
DESCRIPTION: 



REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 



No 



Yes 



DATE: APPLICATI ON: SER/SUPP/SEQfl: RE LINE: DQCID: 

25-Aug-2009 BLA 125259 Cervarix , 814e987e 

Comment/Information Request 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

TSSSSi Gia^Smithiaine FAxSSii WSMmmSmrn^ 

Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 
No ^ Yes 

D ATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: DQCiD: 

25-Aug-2009 BLA 125259 , Cervarix 814e3dfa 

General Memorandum 
N/A 



FR OM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
FoidandDrug &SSSSS F/BBGS GENERALS 

Administration Mr. Nicholas Perombelon SUBTYPES: N/A 

Ms. Christine Walsh, R.N. SUBTYPES: N/A 



DESCRIPTION: 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: 


SER/SUPP/SEQ#: 


RE LINE: 




DOC ID: 


25-Aug-2009 BLA 125259 




Cervarix 

Response to FDA Request/Comment 
N/A 


8l4e3d33 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 




GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug FAX/E-mail 

Administration 

Ms. Helen S. Gemignani 


RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

No 


DATE: APPLICATION: 


SER/SUPP/SEQ#: 


RE LINE: 




DOC ID: 


25.Aug.2009 BLA 125259 




Cervarix 

Comment/Information Request 
N/A 




814e3c0c 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 





DESCRIPTION: 



DESCRIPTORS: 
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CARDS CHRONOLOGY REPORT REPORT DATE RANGE All 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


26-Aug-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




814e5b48 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES:N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


26-Aug-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




814e5bbe 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 

Protocol: 580299/008 





DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 
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OC COMPLETED: DATE REFERENCED: 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



Yes 


Yes 




IMTF' APPI If ATION- 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


26-Aug-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 


814e5b85 


FROM: 


TO: COMMUNICATION: DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail CUMMbN 1/lNrURMA 1 1UN Kt^Utbl 
Mr. Matthew Whitman SUBTYPES: N/A 

SUBTYPES: N/A 




DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: 

No 


Menu fisiFORMATinx- OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


26-Aug-2009 BLA 125259 


Seq#:0067 Cervarix Seq #: 0067 

Response to FDA Request/Comment 
N/A 


814e2248 


FROM: 


TO: COMMUNICATION: DOCTYPE & SUBTYPE: 




GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug Correspondence RESPONSE TO FDA i^QUESf/COMMENt 
Administration SUBTYPES: N/A 
Dr. Norman Baylor, Ph.D. SUBTYPES: N/A 

Protocol: 580299/009 





DESCRIPTION: 



DESCRIPTORS: 

ESG;ECTD;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 
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REPORT DATE RANGE All 



DATE: APPLICATION: 


SER/SUPP/SEQ RE LINE: 






DOC ID: 


26-Aug.2009 BLA 125259 


Cervarix 

Comment/Information Request' 
N/A 






8l4fD6la 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 






Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GiaxoSmithKiine FAX/E-maii 

Mr Matthew Whitman 


COMSfSoffifiON REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 

Protocol: 580299/008 






DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 






DOC ID: 


26.Aug-2009 BLA 125259 


Cervarix , 
Response to FDA Request/Comment 
N/A 




8l4f067a 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 






Mr. Matthew Whitman 


Food and Drug FAX/E-mail 

Administration 

Ms. Helen S. Gemignani 


RESPONSEtO FDA REQUEST/COMMNT 
SUBTYPES: N/A 
SUBTYPES: N/A 

Protocol: 580299/008 






DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: 

Yes 


DATE REFERENCED: 
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REPORT DATE RANGE All 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



27-Aug.2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



814e9837 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



ClaxoSmithKline Food and Drug 

Mr. Matthew Whitman Administration 

Ms. Helen S. Gemignani 



" FAX/E-mail ' RESPONSE TO FDA REQUEST/COMMENT 

SUBTYPES: N/A 

SUBTYPES: N/A 

Protocol: 580299/008 
Protocol: 580299/009 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

No 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



27-Aug-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



8l4e97fa 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline 
Administration Mr. Matthew Whitman 

Ms. Helen S. Gemignani 

DESCRIPTION: 



" FAX/E-mail COMMENT/INFORMATION REQUEST 

SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 
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CARDS CHRONOLOGY REPORT REPORT DATE RANGE All 



27-Aug-2009 BLA 125259 


Cervarix 

Response to FDA Request/Comment 
N/A 




814e6ela 


FROM; 


TO: COMMUNICATION: DOCTYPE & SUBTYPE: 






GlaxoSmithKline 
Dr. Edward M. Yuhas, 
Ph.D. 


Food and Drug FAX/E-mail RESPONSE TO FDA REQUEM/lOMMbN I 
Administration SUBTYPES: N/A 
Ms. Helen S.Gemignani SUBTYPES: N/A 






DESCRIPTION: 








DESCRIPTORS: 

The attachment (on Cervarix) contains information that can not go into CARDS; the attachment was given to Yvette Clarkto handle. 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


27-Aug-2009 BLA 125259 


Cervarix 

Response to FDA Request/Comment 
N/A 




814eb973 




FROM: 


TO: COMMUNICATION: DOCTYPE & SUBTYPE: 






GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug FAX/E -mail' RESPONSE TO FDA ipST/COMMENT 
Administration SUBTYPES: N/A 
Ms. Helen S.Gemignani SUBTYPES: N/A 






DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


27-Aug-2009 BLA 125259 


Cervarix 

General Teleconference 




814eadb8 


11/10/2009 10:33:49 AM 
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REPORT DATE RANGE All 



N/A 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 





GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug Telephone Conversation 

Administration 

Ms. Helen S. Gemignani 


GENERAL TELECONFERENCE 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




fif rOMPI FTETV IUTF RFFFRFNf FO- 
UL LUlVIrLLItil'. u/\ I L i\CirLi\i/i^vLiU. 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


27-Aug-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




8l4e9925 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline RAM-mail" 
Mr. Matthew Whitman 


cMH/iioffifioN request 

SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




QCCOMrLLILU: UMt KLhtKLlNLtu. 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


27-Aug-2009 BLA 125259 


Cervarix 

Response to FDA Request/Corr 
N/A 


iment 


8l4e98bc 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug 

M r. Nicholas Perombelon Administration 

. Ms. Christine Walsh, R.N. 



"FAX/E-mail RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: N/A 
. SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



28-Aug-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



814e9a3f 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Ms. Helen S. Gemignani 




SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



28-Aug-2009 BLA I 



FROM: 



Food and Drug 



Cervarix 

Comment/Information Request 
N/A 



8l4e99a2 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 



FAX/E-mail 



COMMENT/INFORMATION REQUEST 



11/10/2009 10:33:49 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



Administration 

Ms. Helen S. Gemignani 


Mr. Matthew Whitman 


SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


28-Aug-2009 BLA 125259; 

BLA 125259 


Cervarix 

Response to FDA Request/Comment 
Patent Information 
Safety 


814ee044 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 




GlaxoSmithKline 
Dr. Edward M.Yuhas, 
Ph.D. 


Food and Drug FAX/E-mail 

Administration 

Ms. Helen S. Gemignani 


RESPONSE TO FDA R£pST/COMMENT 
SUBTYPES: Patent Information; Safety 
SUBTYPES: Patent Information; Safety 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


31-Aug-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




814ead6f 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail' 
Mr. Matthew Whitman 


COMMENT /INFORMAT ION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTION: 
DESCRIPTORS: 

mnumwwm: MEDIA INFORMATION: SSSSUBIt DATE REFERENCED: 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 

31-Aug-2009 BLA 125259 Cervarix 

Response to FDA Request/Comment 
N/A 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKIine 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA i^QUESf /COMMENf 


Mr. Byron Bravo 


Administration 




SUBTYPES: N/A 


Ms. Helen S. Gemignani 




SUBTYPES: N/A 



DESCRIPTION: 



DOC ID: 

814eaf56 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



PC COMPLETED: DATE REFERENCED: 

Yes 



DOC ID: 



3l-Aug-2009 BLA 125259 



Cervarix 

General Memorandum 

N/A 



FROM: 



TO: 



COMMUNICATION: 



Food and Drug GlaxoSmithKIine 
Administration Mr. Nicholas Perombelon 

Ms. Christine Walsh, RN. 



FAX/E-mail 



DOCTYPE & SUBTYPE: 

SUBTYPES: N/A 
SUBTYPES: N/A 



8l4ee334 



DESCRIPTION: 
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REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



OI-Sep-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



814ee2de 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



FoodandDrug GlaxoSmithKiine Telephone Conversation COMMENT/INFORMATION REQUEST 
Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. HelenS. Gemignani SUBTYPES: N/A 

Protocol: 580299/008 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



OI-Sep-2009 BLA 125259 



Cervarix 

Comment/Information Request 
Advertising/Promotion 



FROM: 



TO; 



COMMUNICATION: 



Food and Drug 
Administration 
Dr. Lisa Stockbridgc, 
Ph.D. 



DOCTYPE & SUBTYPE: 

"GiaSmithKline" Correspondence COMMM 
Ms. Donna Boyce SUBTYPES: Advertising/Promotion 

SUBTYPES: Advertising/Promotion 



8l4fle22 



DESCRIPTION: 
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REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: 


SER/SUPP/SEQ #: 


RE LINE: 


DOC ID: 


Ol-Sep-2009 BLA 125259 




Cervarix 

Response to FDA Request/Comment 
N/A 


81506fdf 


FROM: 


TO: 


COMMUNICATION: DOCTYPE & SUBTYPE: 




GlaxoSmithKline 

Mr. Nicholas Perombelon 


Food and Drug FAX/E-mail RESPONSE TO FDA REQUEST/COMMENT 
Administration SUBTYPES: N/A 
Ms. Helen S. Gemignani SUBTYPES: N/A 

Protocol: 580299/008 





DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



PC COMPLETED: DATE REFERENCED: 

Yes 

DPCID: 



Ol-Sep-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



8l4f0620 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Nicholas Perombelon 


Administration 




SUBTYPES: N/A 




Ms. Christine Walsh, R.N. 




SUBTYPES: N/A 



DESCRIPTION: 
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REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 



No 



Yes 



DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 



Ol-Sep-2009 BLA 125259 Cervarix mkc 

Comment/Information Request 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

Foodand Drug 'SSSSS KxES WSimmmmS^^i' 

Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S. Cemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ I: RE LINE: 



DOC ID: 



Ol-Sep-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



"GlaxoSmithKline Food and Drug FAXS-mail' RESPONSE TO FDA REQUEST/COMMENT 
Mr. Matthew Whitman Administration SUBTYPES: N/A 

Ms. Helen S. Gemignani SUBTYPES: N/A 



814ee2ef 



DESCRIPTION: 
DESCRIPTORS: 
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REPORT DATE RANGE All 


ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


nnr in- 


02-Sep-2009 BLA 125259 


Cervarix 






General Memorandum 






N/A 




FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


ClaxoSmithKline 


Food and Drug FAX/E-mail 


GENERAL MEMORANDUM 


Mr Matthew Whitman 

I'll. 1MUUUI.TT TTIIIllliail 


Administration 


SUBTYPES: N/A 




Ms. Helen S, Gemignani 


SUBTYPES: N/A 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


02-Sep-2009 BLA 125259 


Cervarix 


814fl)6dc 




Response to FDA Request/Comment 




N/A 




FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


ClaxoSmithKline 


Food and Drug FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Matthew Whitman 


Administration 


SUBTYPES: N/A 




Ms. Helen S. Gemignani 


SUBTYPES: N/A 






Protocol: 580299/008 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 
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No 




Yes 






DATE: 


APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: . 




02-Sep-2009 


BLA 125259 


Cervarix 

General Memorandum 




8l4fl58b 





FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

'GlaxoSmiihkiine FoodandDrag FAXS-maii SIM'MEM^NDUM"'' 
Mr. Matthew Whitman Administration SUBTYPES: N/A 

Ms. Helen S. Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 



DATE: APPLICATION: SER/SUPP/SEQ fc RE LINE: DQCID: 

02-Sep-2009 BLA 125259 Cervarix 814fD897 

General Memorandum 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
ToodandDmg GiawSmithline FAX/E-mail 'GENERAL M^ 

Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. HelenS. Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 
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REPORT DATE RANGE All 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



02-Sep-2009 BLA 125259 



Cervarix 
• Response to FDA Request/Cor 
N/A 



8l4fD80c 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug 
Mr. Nicholas Perombelon Administration 

Ms. Helen S. Gemignani 



FAX/E-mail RESPONSE TO FDA REQUEST/COMMENT 

SUBTYPES: N/A 

SUBTYPES: N/A 

Protocol: 580299/008 
Protocol: 580299/009 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



02-Sep-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



81411)756 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Ms. Helen S. Gemignani 




SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

No 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



11/10/2009 10:33:49 AM 



Page: 233 of 299 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



02-Scp-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



8I4TO 



FROM: 


TO: 


COMMUNICATION: 


DOCTVPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Mr. Matthew Whitman 




SUBTYPES: N/A 


Ms. Helen S. Cemignani 






SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



02-Sep-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



8I4K)683 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Mr. Nicholas Perombelon 




SUBTYPES: N/A 


Ms. Christine Walsh, R.N. 






SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



04-Sep-2009 BLA 125259 



Cervarix 

Comment/Information Request 



11/10/2009 10:33:49 AM 
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REPORT DATE RANGE All 



N/A 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



DESCRIPTION: 



DESCRIPTORS: 



~Gi£iSE mSS COMMENT/INFORMATION REQUEST 
Mr. Matthew Whitman SUBTYPES: N/A 

SUBTYPES: N/A 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



04-Sep-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



814034b 



FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 






Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 






DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 






DOC ID: 



04-Sep-2009 BLA 125259 



Cervarix 

General Memorandum 
N/A 



8l52lddf 



1 1/10/2009 10:33:49 AM 
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REPORT DATE RANGE All 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline 
Administration Mr. Matthew Whitman 

Ms. Helen S. Gemignani 



FAX/E-mail 



GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 



06-Sep-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 



8150d4de 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Ms. Helen S. Gemignani 




SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



PC COMPLETED: DATE REFERENCED: 

Yes 

DOC ID: 



07-Sep-2009 BLA 125259 



Cervarix 

General Memorandum 
N/A 



814fd72f 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 



GlaxoSmithKline 



FAX/E-mail 



GENERAL MEMORANDUM 



1 1/10/2009 10:33:49 AM 
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REPORT DATE RANGE All 



Administration Mr. Matthew Whitman SUBTYPES: N/A 
Ms. HelenS. Gemignani SUBTYPES: N/A 


DESCRIPTION: 




DESCRIPTORS: 




ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


08-Sep-2009 BLA 125259 Cervarix 

Response to FDA Request/Comment 
N/A 


814fd7c7 


FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 


CiaxoSmithKline Food and Drug FAX/E-mail RESPONSE TO FDA ^QUEST/COMMENT ■ 
Mr. Nicholas Perombelon Administration SUBTYPES: N/A 
Ms. HelenS. Gemignani SUBTYPES: N/A 


DESCRIPTION: 




DESCRIPTORS: 




ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


08-Sep-2009 BLA 125259 Cervarix 

Response to FDA Request/Comment 
N/A 


814fd884 


FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 


"GiaxoSmithKHne Food and Drug FAX/E-maii RESPONSE TO FDA REQUEST/COMNT 
Ms. Cynthia D'Ambrosio, Administration SUBTYPES: N/A 
Ph.D. Ms. HelenS. Gemignani SUBTYPES: N/A 

Protocol: 107682 



11/10/2009 10:33:49 AM 
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REPORT DATE RANGE All 



Protocol: 
Protocol: 
Protocol: 
Protocol: 



109616/109624/109625 
110886 
580299/001 
580299/012 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


08-Sep-2009 BLA 125259 


Cervarix 

General Memorandum 
N/A 




814fd92c 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 




GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug FAX/E-mail 

Administration 

Ms. Helen S. Gemignani 


GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


08-Sep-2009 BLA 125259 


Cervarix 

General Memorandum 
N/A 




8l52le86 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 


GlaxoSmithKline FAX/E-mail 
Ms. Cynthia D'Ambrosio, 


GENERAL MEMORANDUM 
SUBTYPES: N/A 




11/10/2009 10:33:49 AM 
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Ms. Helen S. Gemignani Ph.D. SUBTYPES: N/A 


DESCRIPTION: 
DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


A/ -1 /VtlifDI FTTH. 

QC COMFLMLU: 

Yes 




DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


08-Scp-2009 BLA 125259 Cervarix 

Response to FDA Request/Comment 
N/A 




81521e3c 


FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 


'GlaxoSmitfiKiine Food and Drug FAXS-mail* RESPONSE TO FDA i^QUEST/COMMENT 
Ms. Cynthia D'Ambrosio, Administration SUBTYPES: N/A 
Ph.D. Ms. HelenS. Gemignani SUBTYPES: N/A 

Protocol: 109616/109624/109625 
Protocol: 109628 
Protocol: 580299/001 
Protocol: 580299/007 
Protocol: 580299/008 
Protocol: 580299/009 
Protocol: 580299/012 
Protocol: 580299/013 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


09-Sep-2009 BLA 125259 Cervarix 

Transmittal of Advertisements and Promotional Materials 




8150741c 


11/10/2009 10:33:49 AM 
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N/A 


FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


Correspondence 


f RANSM'lff AL OF ADVERflSEMENTS AND PROMOTIONAL MATERIALS 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Ms. The Central Document 




SUBTYPES: N/A 




Control Room 







DESCRIPTION: 



DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No No 



DATE: APPLICATION: SER/SUPP/SEQ jfe RE LINE: 

10-Sep-2009 BLA 125259 Cervarix 

Comment/Information Request 
N/A 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Ms. HelenS. Gemignani 


GlaxoSmithKline 
Mr. Matthew Whitman 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 


Yes 


DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


ll-Sep-2009 BLA 125259 Cervarix 


8l4fd6a7 


Comment/Information Request 




N/A 




11/10/2009 10:33:49 AM 
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REPORT DATE RANGE All 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
Foo'dandDrug (SSSSfiS ^/E-maii COilSiSIIp^ 

Administration Mr. Matthew Whitman , . SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



ll-Sep-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



814fd5c9 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



ItaSaS fiSSS COMMENT/INFORMATION REQUEST 
Mr. Matthew Whitman SUBTYPES: N/A 

SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: D0C1D: 

ll-Sep-2009 BLA 125259 Cervarix 8I4fdd09 

Response to FDA Request/Comment 



FR OM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



COSE Food andbrug FA»£S ' RESPONSE TO FDA REQUEST/COMMENT 



11/10/2009 10:33:49 AM 
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REPORT DATE RANGE 



Mr. Matthew Whitman Administration 

Ms. Helen S. Gemignani 



DESCRIPTION: 
DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



SUBTYPES: N/A 
SUBTYPES: N/A 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



ll-Sep-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



8150d3cd 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug 

Mr. Matthew Whitman Administration 

Ms. Helen S. Gemignani 



""FAX/E-maii * " RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



ll-Sep-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



81503364 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



" GiaSmithKline" MSS COMMENT/INFORMATION REQUEST 
Mr. Matthew Whitman SUBTYPES: N/A 

SUBTYPES: N/A 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS; 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ k RE LINE: 




DOC ID: 


ll-Sep-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




814fn879 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 




Food and Drug 
Administration 
Ms. HelenS. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


COMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ k RE LINE: 




DOC ID: 


ll-Sep-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




8l4fddb8 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GiaxoSmithKline FAX/E-mail' 
Mr. Matthew Whitman 


COMMSflFOMTiON REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 





DESCRIPTION: 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



ll-Sep-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



814fdd71 



FROM: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 

DESCRIPTION: 
DESCRIPTORS: 



TO: 

"TiawSmithKline 
Mr. Matthew Whitman 



COMMUNICATION: DOCTYPE & SUBTYPE: 



FAX/E-mail COMMENT/INFORMATION REQUEST 

SUBTYPES: N/A 
SUBTYPES: N/A 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



PC COMPLETED: DATE REFERENCED: 

Yes 

DPCID: 



14-Sep-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



814fe345 



FRPM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Mr. Matthew Whitman 




SUBTYPES: N/A 


Ms. Helen S. Gemignani 






SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



1 1/10/2009 10:33:49 AM 
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CARDS CHRONOLOGY REPORT REPORT DATE RANGE All 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


14-Sep-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




8!4fd467 


FROM: 


TO. ffiMMIIMIf ATIfiM- 
IU: LUMJVIUIMLAIIUn. 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


rOMMFNT/INFORMATION REOUEST 

vUlVllVlLIN 1 MmI V/i\lVin 1 lull ULyULJ 1 

SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQfl: RE LINE: 




DOC ID: 


15-Sep-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




814fd4fc 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 



1 1/10/2009 10:33:49 AM 



OC COMPLETED: DATE REFERENCED: 
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No 




Yes 




DATE: 


APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


15-Sep-2009 


BLA 125259 


Cervarix 

Comment/Information Request 




8l4fdc59 



N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



'FoodS'Drug CESSEE FAXES COMMENT/INFORMATION REQUEST 
Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APPLICATIO N: SER/SUPP/SEQ k RE LINE: D0C1D: 

I5-Sep-2009 BLA 125259 Cervarix 8l4fdel2 

Response to FDA Request/Comment 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

QtSSSSi FSida'ndDrig FAJ^E-maii mMfoMfm^SSm 
Mr. Matthew Whitman Administration SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 



No 



Yes 



11/10/2009 10:33:49 AM 
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REPORT DATE RANGE All 



DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


15-Sep-2009 BLA 125259 


Cervarix 

• Comment/Information Request 
N/A 




8l4fTCe5 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline Correspondence 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


15-Sep-2009 BLA 125259 


Cervarix 

Acknowledgement 
N/A 




814R997 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


ACKNOWLEDGEMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




r»r rr»MPi ftfiv ruTF bfffrfnp FIV 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


!6-Sep-2009 BLA 125259 


Cervarix 




814ffa7b 
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REPORT DATE RANGE All 



Response to FDA Request/Comment 
N/A 



FROM: TO: ■ COMMUNICATION: DOCTYPE & SUBTYPE: 

Giii'SMiii FoodandDrug JM3 mmW^iSm^Sm 

Mr. Matthew Whitman Administration SUBTYPES: N/A 

Ms. Helen S. Gemignani SUBTYPES: N/A 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APPLICATION: SER/SUPP/SEQ0: RE LINE: DQCID: 

16-Sep-2009 BLA 125259 Cervarix 814fTa4a 

Comment/Information Request 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
FoodandDrug CESS mSS COMMNf/^ 

Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. HelenS. Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No • Yes 

DATE: APPLIC ATION: SER/SUPP/SEQ #: RE LINE: D0CID: 

I6-Sep-20D9 BLA 125259 Cervarix MlTaOa 

N Response to FDA Request/Comment 

N/A 



11/10/2009 10:33:49 AM 
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REPORT DATE RANGE All 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug 
Ms. Cynthia D'Ambrosio, Administration 
Ph.D. Ms. Helen S. Gemignani 



FAX/E-mail RESPONSE TO FDA REQUEST/COMMENT 

SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



16-Sep-2009 BLA 125259 



Cervarix 

Comment/Information Request 
Clinical 



81548140 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Mr. Matthew Whitman 




SUBTYPES: Clinical 


Ms. Helen S. Gemignani 






SUBTYPES: Clinical 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



16-Sep-2009 BLA 125259 



FROM: 



Food and Drug 



Cervarix 

Comment/Information Request 
N/A 



8I50Icf2 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 



FAX/E-mail 



COMMENT/INFORMATION REQUEST 
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REPORT DATE RANGE All 


AHminktratinn Mr Matthew Whitman 
Ms, Helen S. Gemignani 


SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: SER/SUPr/StQ w, KLUNfc. 




DOC ID: 


16-§ep-2UU9 BLA 12525" aeqff: UUoo tervam oeq». uuoo 

Request to Withdraw 
N/A 




8l4fel25 


FROM: TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




'ClaxoSmithKline Food and Drug Correspondence 
Mr. Byron Bravo Administration 

Dr. Norman Baylor, Ph.D. 


REQUEST TO WITHDRAW 
SUBTYPES: N/A 
SUBTYPES: N/A 




ulji^mi i lun. 






DESCRIPTORS: 

ESG;ECTD;SAFE 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 




DOC ID: 


l6-Sep-2009 BLA 125259 Cervarix 

Response to FDA Request/Comment 
N/A 


8l50ld2c 


FROM: TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 





ClaxoSmithKline 



Food and Drug 



FAX/E-mail 



Mr. Nicholas Perombelon Administration 

Ms. HelenS. Gemignani 



SUBTYPES: N/A 
SUBTYPES: N/A 
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REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


l7-Sep-2009 BLA 125259 


Seq#: 0069 Cervarix Seq #: 0069 


8l50144e 


Amendment to Pending App 


lication 




CMC 




FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug Correspondence 


AMFNnMFNTTfl PRNDING APPI i'CATlON 


Ms. Linda S. Kramer 


Administration 


SUBTYPES: CMC 




Ms. Mary Malarkey 


SUBTYPES: CMC 


DESCRIPTION: 






DESCRIPTORS: 






ESG;ECTD;SAFE 






ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


Yes 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


18-Sep-2009 BLA 125259 


Cervarix 


81503e9c 


General Memorandum 






N/A 




FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms, Helen S. Gemignani 



GlaxoSmithKline 
Mr. Matthew Whitman 



FAX/E-mail 



SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 
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REPORT DATE RANGE All 



DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



18-Sep-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



8l503e79 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



'"G Wmithln'e' FAXS-maii COMMENT/INFORMATION REQUEST 
Mr. Matthew Whitman SUBTYPES: N/A 

SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



!8-Sep-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



81505495 



FROM: 

Food and Drug 

Administration 

Ms. Helen S. Gemignani 



DESCRIPTION: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Mr. Matthew Whitman 



FAX/E-mail 



COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTPRS: 
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ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


I8.W2009 Rl A I2S2S9* 


Seq#: 0070 Cervarix Seq #: 0070 


815027aa 


RIAI2S2S9- 


Amendment to Pending App 


lication 


DLA UJ1J7 


Ffflrarv 






Labeling 






Safety 




FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug Correspondence 


AMENDMENT TO PENDING APPLICATION 


Mr. Matthew Whitman 


Administration 


SUBTYPES- Safety Labeling' Efficacv 




Dr. Norman Baylor, Ph.D. 


SUBTYPES: Safety; Labeling; Efficacy 




Protocol: 110659 






Protocol: 580299/008 


DESCRIPTION: 






GSK provided a summary document, the annexed statistical analysis and HPV-048 stud; 


i report synopsis in. Additionally in response to FDA , GSK prepared and provided a discussion 


document (FDA Discussion Document -Spontaneous Abortions Around Vaccination) as well as draft prescribing information updated and submitted to CBER by e-mail on September 16, 2UU9. 


DESCRIPTORS: 






ESG;ECTD;SAFE 






ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


Yes 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


22-Sep-2009 BLA 125259 


Cervarix 


8l50c3af 


General Memorandum 






N/A 




FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline FAX/E-mail 


GENERAL MEMORANDUM 


Administration 


Ms. Cynthia D'Ambrosio, 


SUBTYPES: N/A 


Ms. Helen S. Gemignani 


Ph.D. 


SUBTYPES: N/A 



DESCRIPTION: 
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REPORT DATE RANGE All 


DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 


DOC ID: 


22-Scp-2009 BLA 125259; 

BLA 125259 


Cervarix 

Comment/Information Request 
Labeling 
Safety 


81512a53 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Mrs. Lori 
Austin-Hansberry 


GlaxoSmithKline FAX/E-mail 

Dr. Edward M.Yuhas, 

Ph.D. 


COMMENT/INFORMATION REQUEST 
SUBTYPES: Safety; Labeling 
SUBTYPES: Safety; Labeling 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


22-Scp-2009 BLA 125259 


Cervarix 

Response to FDA Request/Com 
Safety 


8l5l296e 

ment 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 
Dr. Edward M.Yuhas, 
Ph.D. 


Food and Drug FAX/E-mail 

Administration 

Mrs. Lori 

Austin-Hansberry 


RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: Safety 
SUBTYPES: Safety 



DESCRIPTION: 
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REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

No 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



22-Scp-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



8150c39b 



FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Ms. Cynthia D'Ambrosio, 


Administration 


SUBTYPES: N/A 


Ph.D. 


Ms. Helen S. Gemignani 


SUBTYPES: N/A 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


22-Sep-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 


8150c356 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Mr. Matthew Whitman 


SUBTYPES: N/A 


Ms. Helen S. Gemignani 




SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 
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ELECTRONIC MEDIA; 


MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


NO 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


23-Sep-2009 BLA 125259 


Cervarix 


8150c3d0 




Response to FDA Request/Comment 






N/A 





FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
GiSmiihKiine Food and Drug wES\ RESPONSE TO 

Ms. Cynthia D'Ambrosio, Administration SUBTYPES: N/A 

Ph.D. Ms. Helen S. Cemignani SUBTYPES: N/A 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



23-Sep-2009 BLA 125259 Seq#: 0071 Cervarix Seq #: 0071 

Amendment to Pending Application 
N/A 



81506a57 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GiaxoSmithKline Food and Drug Correspondence AMEH 
Mr. Matthew Whitman Administration SUBTYPES: N/A 

Dr. Norman Baylor, Ph.D. SUBTYPES: N/A 

Protocol: 580299/008 



DESCRIPTION: 

In response to FDA requests, GSK provided an HPV-008 summary table of persistent infection for individual HPV types; an HPV-008 TVC cohort table to assist Dr. Miller with her VRBPAC 
slides and as requested from Ms. Gemignani, an explanation of a discrepancy in numbers between Table 13 of the VRBPAC Briefing document and Supplement 192 of the HPV-008 report. 

DESCRIPTORS: 

ESG;ECTD;SAFE 
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ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERLNUI): 


Yes 




Yes 


DATE: APPLICATION: SER/SUPP/SEQ #: 


RE LINE: 


DOC ID: 


23-Sep-2009 BLA 125259 Seq#: 0072 


Cervarix Seq #: 0072 


81504d71 


Amendment to Pending Application 






CMC 




FROM: TO: 


COMMUNICATION: DOCTYPE & SUBTYPE: 





rnuivi. 'v. v-w — 

"SSSSESSt FioSdii'Sg coTOHme' JHKd^^ 

Mr, Byron Bravo Administration SUBTYPES: CMC 

Dr. Norman Baylor, Ph.D. SUBTYPES: CMC 



DESCRIPTION: 

GSK provided stability updates as well as other CMC information as requested by the FDA 

DESCRIPTORS: 

ESG;ECTD;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



OC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ I: RE LINE: 



DOC ID: 



23-Sep-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



8150c45d 



FROM: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



TO: 

GiawSmithKline' 
Mr. Matthew Whitman 



COMMUNICATION: DOCTYPE & SUBTYPE: 



"FAX/E-mail 



SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: m^MM DATE REFERENCED: 

ft _^ 

hrr ™ " f 100 

1 1/10/2009 10:33:50 AM 8 



CARDS CHRONOLOGY REPORT 


REPORT DATE RANGE All 


rwTF. A DPI irATinw- 
UAIL: ArrULAIIUN. 


WR/^IIPP/WOtf' RFIINF- 


DOC ID: 


23-Sep-2009 BLA 125259 


Cervarix 

General Memorandum 
N/A 


8150c426 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 


Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GiaxoSmithKline FAX/E-mail 

Ms. Cynthia D'Ambrosio, 

Ph.D. 


GENERAL MEMORANDUM 
SUBTYPES: N/A 
SUBTYPES: N/A 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


23-Sep-2009 BLA 125259 


Seq#: 0073 Cervarix Seq#:0073 814fdeee 
Amendment to Pending Application 
N/A 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 
Dr. Edward M. Yuhas, 
Ph.D. 


Food and Drug Correspondence 

Administration 

Dr. Norman Baylor, Ph.D. 


AMENDMENT TO PENDSG APPQCATION 
SUBTYPES: N/A 
SUBTYPES: N/A 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

No 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 




11/10/2009 10:33:50 AM 







CARDS CHRONOLOGY REPORT REPORT DATE RANGE Ml 

24-Sep-2009 BLA 125259 Cervarix 8150c4a2 

Response to FDA Request/Comment 
N/A 



FROM; TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

Mr. Nicholas Perombelon Administration SUBTYPES: N/A 

Ms. Helen S. Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 

DATE : APPLICATION: SER/SUPP/SEQ #: RE LINE: D0CID: 

24-Sep-2009 BLA 125259 Cervarix 8150c4c3 

General Memorandum 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
Food'andDrug GiaxoSmithline FAX/E-mail GiiALlMO^i^UM" 

Administration Mr. Nicholas Perombelon SUBTYPES: N/A 

Ms. HelenS. Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 


Yes 


DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: 


DOC ID: 


24-Sep-2009 BLA 125259 Cervarix 


8150cba6 


General Teleconference 




N/A 
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REPORT DATE RANGE All 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


..GlaxoSmithKline 


Food and Drug 


Telephone Conversation 


GENERAL TELECONFERENCE 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Dr. Lisa Stockbridge, 




SUBTYPES: N/A 




Ph.D. 







DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



24-Sep-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



8150cdc7 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


COMMENT/lioMfiON REQUEST 


Administration 


Mr. Matthew Whitman 




SUBTYPES: N/A 


Ms. Helen S. Gemignani 






SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



24-Scp-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



8I50cdd6 
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REPORT DATE RANGE All 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Mr. Matthew Whitman 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



DESCRIPTION: 



DESCRIPTORS: 



FAX/E-mail 



RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: N/A . „, 

SUBTYPES: N/A 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



24-Sep-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



8150d59e 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms. Helen S. Gemignani 



m &aSSSSu Correspondence ' COMMENT/INFORMATION REQUEST 
Mr. Matthew Whitman SUBTYPES: N/A 

SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: 



DOC ID: 



25-Sep-2009 BLA 125259 



FROM: 



GlaxoSmithKline 



Cervarix 

Response to FDA Request/Comment 
N/A 



8151106 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 



FAX/E-mail 



" RESPONSE TO FDA REQUEST/COMMENT 
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REPORT DATE RANGE All 



Mr. Matthew Whitman 


Administration 

Ms. Helen S. Gemignani 


SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


25-Sep-2009 BLAI2S259 


Cervarix 

Comment/Information Request 
N/A 




8150de80 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-maii 
Mr. Matthew Whitman 


SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


25-Sep-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




81510ffb 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-maii 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 
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REPORT DATE RANGE All 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 



DATE: APP LICATION: SER/SUPP/SEQ RE LINE: ^ D0C1D: 

28-Sep-2009 BLA 125259 Cen/arix 8151 10d9 

Comment/Information Request 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
FiidandD^g GiSmithine ffiES oSfi^^ 

Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 



DATE: APPLICATION: SER/ SUPP/SEQ jfe RE LINE: 

28-Sep-2009 BLA 125259 Seq#: 0074 Cervarix Seq #: 0074 

Amendment to Pending Application 
CMC 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


Correspondence 


AMENDMENT TO PENDING APPLICATION 


Mr. Byron Bravo 


Administration 




SUBTYPES: CMC 


Dr. Norman Baylor, Ph.D. 




SUBTYPES: CMC 



DESCRIPTION: 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



DESCRIPTORS: 

ESG;ECTD;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



28-Sep-2009 BLA 125259 



Cervarix 



8I51III3 



sponse to FDA Request/Comment 
N/A 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Ms. Helen S. Gemignani 




SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ#: RE LINE: 



DOC ID: 



28-Sep-2009 BLA 125259 



FROM: 



Food and Drug 
Administration 
Dr.LisaStockbridge, 
Ph.D. 



Cervarix 

Comment/Information Request 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 
Mr. Matthew Whitman 



Correspondence 



8151 ld02 



COMMENT/INFORMATION REQUEST 
SUBTYPES: Advertising/Promotion 
SUBTYPES: Advertising/Promotion 
SUBINDEXING: 

Material: POT - Professional Other ■ CVX240RO 



DESCRIPTION: 
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REPORT DATE RANGE All 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 



No 



Yes 



DATE: A PPLICATION: SER/SUPP/SEQ ft RE LINE: P0CID: 

29-Sep-2009 BLA 125259 Cervarix 8l5149e9 

Comment/Information Request 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
Food'andDrug GiaSSthKline FAX/E-maii COMMENT/^ 

Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



29-Sep-2009 BLA 125259 Scq#: 0075 



Cervarix Seq 0075 

Amendment to Pending Application 
Labeling 



8150bb7b 



FROM: 



TO: 



GlaxoSmithKline 
Mr. Matthew Whitman 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Dr. Norman Baylor, Ph.D. 



ISnffiZ AMENDMENT TO PENDING APPLICATION 
SUBTYPES: Labeling 
SUBTYPES: Labeling 



DESCRIPTION: 

DESCRIPTORS: 

ESG;ECTD;SAFE 
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ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


30-Sep-2009 BLA 125259 


Cervarix 

Comment/Information Request 

IN; A 




8151 6bd i 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ If: RE LINE: 




DOC ID: 


30-Sep-2009 BLA 125259 


Cervarix 

Comment/Information Request 
Clinical 




81548177 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail* 
Mr. Matthew Whitman 


COMM§Ti#MATiON REQUEST 
SUBTYPES: Clinical 
SUBTYPES: Clinical 





DESCRIPTION: 



DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION 

No 



OC COMPLETED: DATE REFERENCED: 

Yes 
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REPORT DATE RANGE All 


DATE: APPLICATION: 


SER/SUPP/SEQ m Rt LINL: 




DOC ID: 


Ol-Oct-2009 BLA 125259 


Cervarix . . . ■ 

Comment/Information Request 
N/A 




■ 8l5l6rilb 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


crn/ciiDD/crrt u. DC l INF. 




DOC ID: 


Ol-Oct-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




8l5l832e 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail" 
Mr. Matthew Whitman 


COMMENf/INFORM REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 




11/10/2009 10:33:50 AM 
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CARDS CHRONOLOGY REPORT 
OI-Oct-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



REPORT DATE RANGE All 

81518341 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
FiandiSg GESSm FAXS-miii COMMENT/rN 

Administration Mr. Matthew Whitman SUBTYPES: N/A 

Ms. Helen S.Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



02-Oct-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



"GlaxoSmithKiine Food and Drug FAX/E-mail 
Mr. Nicholas Perombelon Administration 

Ms. Helen S. Gemignani 



""RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 



8151838b 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 


Yes 


DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


02-Oct-2009 BLA 125259 Cervarix 


815183b8 


Comment/Information Request 




N/A 




11/10/2009 10:33:50 AM 
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CARDS CHRONOLOGY REPORT REPORT DATE RANGE Ml 

'GiaxoSmithKline Foodand Drug Correspondence JSmMWmMmmM 
Mr. Matthew Whitman Administration SUBTYPES: N/A 

Dr. Norman Baylor, Ph.D. SUBTYPES: N/A 



DESCRIPTION: 

GSK submitted marked-up and clean versions from e-mails recieved from Ms. Helen Gemignani dated September 29, 2009 and October 1 , 2009 which contained revised draft labeling from 
CBEH GSK also provided supporting tables for numbers of deaths and SAEs in 10-25 year olds. 

DESCRIPTORS: 

ESG;ECTD;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

Yes Yes 

DATE: APPLICATION: SER/SUPP/SEQ RE LINE: _ D0CiD: 

02-Oct-2009 BLA 125259 Cervarix 81518378 



N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
Gia^mithKline FoodandDr'ug FAX/E-maii RE'sPONSETOFDA 

Ms. Cynthia D'Ambrosio, Administration SUBTYPES: N/A 

Ph.D. Ms. HelenS. Gemignani SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APPLICATION: SER/SUPP/SEQ fl: RE LINE: D0C1D: 

02-Oct-2009 BLA 125259 Cervarix 8151ef28 

Comment/Information Request 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

'Food'5"Sg Gia^SmithlOine FAXW cMSWOMflONipST 
Administration Mr. Nicholas Perombelon SUBTYPES: N/A 



1 1/10/2009 10:33:50 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE 



Ms. Helen S. Gemignani 



SUBTYPES: N/A 
Protocol: 104820 
Protocol: 106636 
Protocol: 109616/109624/109625 
Protocol: 109628 
Protocol: 580299/008 
Protocol: 580299/009 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



02-Oct-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



815lefd7 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


cM§TP'6Mfi6N REQUEST 


Administration 


Ms. Cynthia D'Ambrosio, 




SUBTYPES: N/A 


Ms. Helen S. Gemignani 


Ph.D. 




SUBTYPES: N/A 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



PC COMPLETED: DATE REFERENCED: 

Yes 



DOC ID: 



02-Oct-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



8!5lefta 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug 
Administration 
Ms, Helen S. Gemignani 



IESSm FAXSiaii COMMENT/INFORMATION REQUEST 
Mr. Matthew Whitman SUBTYPES: N/A 

SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



02-Oct-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



8l5leda9 



DATE: 



FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 






Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Nicholas Perombelon 


COMMENf/iNTORMATiON REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 






DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION; 

No 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 






DOC ID: 



02-Oct-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Clinical 



815lede9 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

Giaxi'SmithKline FoodandDrug Fffi-maii mMWSi^m^S^ 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



Mr. Nicholas Perombelon Administration 

Ms. Helen S. Gemignani 



SUBTYPES: Clinical 
SUBTYPES: Clinical 



DESCRIPTION; 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



02-Oct-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



815Iee58 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Mr. Nicholas Perombelon 




SUBTYPES: N/A 


Ms. Helen S. Gemignani 






SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



02-Oct-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 



8l5lee9a 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug FAX/E-mail 
Mr. Nicholas Perombelon Administration 

Ms. Helen S. Gemignani 



RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 
Protocol: 104820 



11/10/2009 10:33:50 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



PIMM' 
r KU1V1. 


Tn- COMMUNICATION- 


DOCTYPE& SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. Nicholas Perombelon 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 

CFIDTVDCC. \1/A 

bUBI Yrty N/A 




DESCRIPTION: 








nrcfHiPTniK' 

UL3LKIMUK3. 








ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


02-Oct-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




S1S1ID1I 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 

Ms. Cynthia D'Ambrosio, 

Ph.D. 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 

OHDTVDEC. M/A 
bUDlirty N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 




DOC ID: 


02-Oct-2009 BLA 125259 


Seq#: 0076 Cervarix Seq 1:0076 

Amendment to Pending Application 
N/A 


81514720 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 





1 1/10/2009 10:33:50 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



Protocol: 106636 
Protocol: 109616/109624/109625 
Protocol: 109628 
Protocol: 580299/008 
Protocol: 580299/009 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: D0CID: 

02-Oct-2009 BLA 125259 Cervarix 8151eee8 

Comment/Information Request 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 
"Foodandbru'g GiaxoSmlthKline FAX/E-mail (5B8^^ 

Administration Mr. Nicholas Perombelon SUBTYPES: N/A 

Ms. Helen S.Cemignani SUBTYPES: N/A 



Protocol 


104820 


Protocol 


106636 


Protocol 


109616/109624/109625 


Protocol 


109628 


Protocol 


580299/008 


Protocol 


580299/009 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 




DOC ID: 




11/10/2009 10:33:50 AM 




Page: 274 of 299 



1 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



06-Ocl-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




8l5lea63 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


riivn^mithkflinp FAY/F-mail 
ulaxooiniiniviinc r/\A/L*iiiaii 

Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


orn /ci mniorrt u. nr I IMP. 

SER/SUPP/SLQff: REL1INL: 




DOC ID: 


07-Oct-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




8l51ebc4 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Mrs. Lori 
Austin-Hansberry 


GlaxoSmithKline FAX/E-maii 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 

QI1RTVPFS-N/A 

jUD 1 T rCJ, IN/n 

SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


07-Oct-2009 BLA 125259 


Cervarix 

Comment/Information Request 




8l5le9c3 



11/10/2009 10:33:50 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



N/A 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GiaSSmithKiine FAM-mail COMMENT/INFORMATION REQUEST 
Administration Mr. Nicholas Perombelon SUBTYPES: N/A 

Ms. Helen S. Gemignani SUBTYPES: N/A 

Protocol: 104820 
Protocol: 106636 
Protocol: 1 096 16/ 1 09624/ 1 09625 
Protocol: 109628 
Protocol: 580299/009 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



PC COMPLETED: DATE REFERENCED: 

Yes 



DOC ID: 



07-Oct-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
Clinical 



81548440 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GluSSiS Food and Drug FAX/W RESPONSE TO FDA REQUEST/COMMENT 

Mr. Nicholas Perombelon Administration ( SUBTYPES: Clinical 

Ms. HelenS. Gemignani * SUBTYPES: Clinical 

Protocol: 104820 
Protocol: 106636 
Protocol: 1 096 1 6/ 1 09624/ 1 09625 
Protocol: 109628 
Protocol: 580299/008 
Protocol: 580299/009 



DESCRIPTION: 



DESCRIPTORS: 



CARDS CHRONOLOGY REPORT 


REPORT DATE RANGE All 


ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 
Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 


DOC ID: 


07-Oct-2009 BLA 125259 


Cervarix W« 
Response to FDA Request/Comment 
Clinical 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug FAX/E-mail 

Administration 

Mrs. Lori 

Austin-Hansberry 


RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: Clinical 
SUBTYPES: Clinical 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


07-Oct-2009 BLA 125259 


Cervarix 

Comment/Information Request 
Electronic Format 


8l51f!e9 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline FAX/E-mail 
Mr. David A. Donohue 


COMMENT iiFOWATiON REQUEST 
SUBTYPES: Electronic Format 
SUBTYPES: Electronic Format 



DESCRIPTION: 



DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 
11/10/2009 10:33:50 AM 



OC COMPLETED: DATE REFERENCED: 
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CARDS CHRONOLOGY REPORT 




REPORT DATE RANGE Al 


1 


No 




Yes 




DATE: APPLICATION: SER/SUPP/SEQ ft 


RE LINE: 




DOC ID: 


07-Oct-2009 BLA 125259 


Cervarix 




8151 ffda 



Response to FDA Request/Comment 
N/A 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA ^QUEST/COMMENT 


Mr. Nicholas Perombelon 


Administration 




SUBTYPES: N/A 




Ms. Helen S. Gemignani 




SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

No Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 

07-Oct-2009 BLA 125259 Cervarix 

Comment/Information Request 
N/A 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithKline 
Mr. Matthew Whitman 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: 

No 


MEDIA INFORMATION: 






OC COMPLETED: DATE REFERENCED: 

Yes 



11/10/2009 10:33:50 AM 
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CARDS CHRONOLOGY REPORT REPORT DATE RANGE All 

DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: p QC ID: 

08-Oct-2009 BLA 125259 Cervarix 815214bb 

. Comment/Information Request ■' " '• r " • v " 

N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

Food'andbrug GlaxoSmMine FA^-mail MlSiFOR^TONipST 

Administration Mr, Matthew Whitman SUBTYPES: N/A 

Mrs. Lori SUBTYPES: N/A 

Austin-Hansberry 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: PC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: DOC ID: 

08-Oct-2009 BLA 125259 Sup#: Cervarix Sup #: 8l5l9a7e 

Supplement: Prior Approval 
Establishment Description 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


Correspondence 


SUPPLEMENT: PRIOR APPROVAL 




Administration 




SUBTYPES: Establishment Description 








SUBTYPES: Establishment Description 



DESCRIPTION: 

GSK submitted an EST PAS application which provides for a comparability protocol for assessing the effect of implementation of the Lynx S2S connector in the Rixensart and Wavre, Begium 
sites 

DESCRIPTORS: 

ESG;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: PC COMPLETED: DATE REFERENCED: 

Yes Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



08-Oct-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



815214db 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKIine 


Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Nicholas Perombelon 


Administration 




SUBTYPES: N/A 




Ms. Helen S. Gemignani 




SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



OCCOMTLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



08-Oct-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



8l52l4ec 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKIine 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Ms. Cynthia D'Ambrosio, 




SUBTYPES: N/A 


Ms. Helen S. Gemignani 


Ph.D. 




SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 



No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



08-Oct-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 



8l52l4fd 



1 1/10/2009 10:33:50 AM 
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REPORT DATE RANGE All 



N/A 


FROM: TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmii'tikline Food and Drug 


FAX/E-mail 


RESPONSE TO FDA REQUEST/COMMENT 


Mr. Nicholas Perombelon Administration 




SUBTYPES: N/A 


Ms. Helen S.Cemignani 




SUBTYPES: N/A 




Protocol: 580299/009 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

No 



DATE: APPLICATION: SER/SUPP/SEQ H: RE LINE: 



DOC ID: 



08-Oct-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



8l52150e 



FROM: TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 




GlaxoSmithkiine Food and Drug FAX/E-mail 
Ms. Cynthia D'Ambrosio, Administration 
Ph.D. Ms. Helen S.Cemignani 


RESPONSE TO FDA iQUEST/COMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: 

Yes 


DATE REFERENCED: 


APPLICATION: SER/SUPP/SEQ #: RE LINE: 




DOC ID: 



DATE: 



08-Oct-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



8152l4ca 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 






Pnnfl Qfln HrilO 

ruuu duu u\ ug 

Administration , . 
Mrs. Lori 

Aiictin.Hnnchcrrv 
AUMIIrrldHJUCIIy 


CiaxoSmithKline FAX/E-mail 
Mr. Nicholas Perombelon 


CO«NflF6M'TiON REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 






DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 






nnr in. 
UUL ID, 


08-Oct-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 






815lfed2 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 






Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmithkiine FAX/E-mail 
Mr. Matthew Whitman 


cMentPMaton request 
subtypes: n/a 
subtypes: n/a 






DESCRIPTION: 










DESCRIPTORS: 










ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: 

Yes 


DATE REFERENCED: 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 






rtnr in* 


08-Oct-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 






8l539fba 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 







11/10/2009 10:33:50 AM 
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CARDS CHRONOLOGY REPORT 



REPORT DATE RANGE All 



Food and Drug GlaxoSmithKline FAX/E-mail 

Administration Ms. Cynthia D'Ambrosio, 

Ms. Helen S. Gemignani Ph.D. 



COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



09-Oct-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



8l53e52a 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE; 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Mr. Matthew Whitman 




SUBTYPES: N/A 


Ms. Helen S. Gemignani 






SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

No 



DATE: APPLICATION: SER/SUPP/SEQ §i RE LINE: 



DOC ID: 



09-Oct-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



81530944 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

"SSSSSSi FoodandDr^g FAX/E-mai! RESPWSETOMW^OMME^ 
Mr. Nicholas Perombelon Administration SUBTYPES: N/A 

Ms. Helen S. Gemignani SUBTYPES: N/A 
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DESCRIPTION: 
DESCRIPTORS: 

ELECTRONIC MEDIA: MEDIA INFORMATION: 



No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



09-Oct-2009 BLA 125259 



DESCRIPTION: 



DESCRIPTORS: 



Cervarix 

Comment/Information Request 
N/A 



8153e478 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 


GlaxoSmithKline 


FAX/E-mail 


COMMENT/INFORMATION REQUEST 


Administration 


Mr. Nicholas Perombelon 




SUBTYPES: N/A 


Mrs. Lori 






SUBTYPES: N/A 


Austin-Hansberry 









ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



09-Oct-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug 

Mr. Nicholas Perombelon Administration 
Mrs. Lori 
Austin-Hansberry 



""FAX/E-mail " RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 



8153e455 
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REPORT DATE RANGE All 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: 


SER/SUPP/SEQ #: 


RE LINE: 


DOC ID: 


09-Oct-2009 BLA 125259 




Cervarix 

Response to FDA Request/Comment 
N/A 


8153e4af 


FROM: 


TO: 


COMMUNICATION: DOCTYPE & SUBTYPE: 




GlaxoSmithKline 

Mr. Nicholas Perombelon 


Food and Drug 
Administration 
Mrs. Lori 
Austin-Hansberry 


FAX/E-mail RESPONSE TO FDA iSQUEST/COMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 





DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



09-Oct-2009 BLA 125259 



Seq#: 0077 



Cervarix Seq #: 0077 
nendmen 
N/A 



PC COMPLETED: DATE REFERENCED: 

Yes 



DOC ID: 



81521aec 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


Correspondence 


AMENDMENT TO PENDIG APPUCAfiON 


Mr. Matthew Whitman 


Administration 




SUBTYPES: N/A 




Dr. Norman Baylor, Ph.D. 




SUBTYPES: N/A 



DESCRIPTION: 



11/10/2009 10:33:50 AM 
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REPORT DATE RANGE All 



Submitted GSK's annotated and clean versions of the prescribing information, as well as responses to CBER's September 16, 2009 and September 30, 2009 questions e-mailed to Ms. 
Gemignani on October 2, 2009 with respect to analyses ofSAEs, timeframes for following the various events, and the suggestion to use self controls, 

DESCRIPTORS: 

ESG;ECTD;SAFE 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


10-Oct-2009 BLA 125259 


Cervarix 

Response to FDA Request/Comment 
N/A 


81530924 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 




GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug FAXS-mail' 

Administration 

Ms. Helen S. Gemignani 


RESPONSE TO FDA REQUEST/COMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 




DESCRIPTION: 








DESCRIPTORS: 








ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 




OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


13-Oct-2009 BLA 125259 


Cervarix 

Comment/Information Request 
N/A 




81530980 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 




Food and Drug 
Administration 
Ms. Helen S. Gemignani 


GlaxoSmiihKline FAX/E-maii 
Mr. Matthew Whitman 


COMMENT/INFORMATION REQUEST 
SUBTYPES: N/A 
SUBTYPES: N/A 





DESCRIPTION: 



11/10/2009 10:33:50 AM 
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REPORT DATE RANGE 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



14.Oct-2009 BLA 125259 



Cervarix 

Comment/Information Request 
N/A 



FROM: 



TO: 



Food and Drug GlaxoSmithKline 
Administration Mr. Matthew Whitman 

Ms. Helen S. Gemignani 



COMMUNICATION: DOCTYPE & SUBTYPE: 
"FAX/E-maii COMMENf/iNFO 



SUBTYPES: N/A 
SUBTYPES: N/A 



DESCRIPTION: 



DESCRIPTORS: 



8153e547 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

No 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 



DOC ID: 



14-Oct-2009 BLA 125259 



Cervarix 

Response to FDA Request/Comment 
N/A 



DESCRIPTION: 
DESCRIPTORS: 



8l53e573 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 

Ms. Cynthia D'Ambrosio, 

Ph.D. 


Food and Drug 
Administration 
Ms. Helen S. Gemignani 


FAX/E-mail 


RESPONSE TO FDA iQUEST/COMMENT 
SUBTYPES: N/A 
SUBTYPES: N/A 



1 1/10/2009 10:33:50 AM 
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ELECTRONIC MEDIA: MEDIA INFORMATION; 


OC COMPLETED: DATE REFERENCED: 


No 




No 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 


DOC ID: 


I4-Oct-2009 BLA 125259 


Seq#:0079 Cervarix Seq #: 0079 


8152768d 




Amendment to Pending Application 




Labeling 




FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug Correspondence 


AMENDMENT TO PENDING APPLICATION 


Mr. Matthew Whitman 


Administration 


SUBTYPES: Labeling 




Dr. Norman Baylor, Ph.D. 


SUBTYPES: Labeling 


DESCRIPTION: 






DESCRIPTORS: 






ESG;ECTD;SAFE 






ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


Yes 




Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ#: RE LINE: 


DOC ID: 


I4-Oct-2009 BLA 125259 


Seq#: 0078 Cervarix Seq #: 0078 


815275b8 




Amendment to Pending Appli 


cation 




Labeling 




FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


GlaxoSmithKline 


Food and Drug Correspondence 


AMENDMENT TO PENDING APPLICATION 


Mr. Matthew Whitman 


Administration 


SUBTYPES: Labeling 




Dr. Norman Baylor, Ph.D. 


SUBTYPES: Labeling 



DESCRIPTION: 



DESCRIPTORS: 

ESG;ECTD;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION 

Yes 

11/10/2009 10:33:50 AM 



OC COMPLETED: DATE REFERENCED: 

Yes 
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REPORT DATE RANGE All 



DATE: AP PLICATION: SER/SUPP/SEQ #: RE LINE: DOC ID: 

14-Oct-2009 BLA 125259 Seq#:0080 Cervarix Seq #: 0080 ...... • 8l529bd9 

Amendment to Pending Application 
N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

GiaSmithKiine FoodandlSrag Correspondence AMENDMENT TO 
Mr. Matthew Whitman Administration SUBTYPES: N/A 

Dr. Norman Baylor, Ph.D. SUBTYPES: N/A 



DESCRIPTION: 

DESCRIPTORS: 

ESG;ECTD;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: PC COMPLETED: DATE REFERENCED: 

Yes Yes 



DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: DOC ID: 

16-Oct-2009 BLA 125259 Cervarix 81531abd 

Transmittal of Advertisements and Promotional Materials 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline Food and Drug 

Mr. Matthew Whitman Administration 

Ms. The Central Document 
Control Room 



"Correspondence TRANSMITTAL OF ADVERTISEMENTS AND PROMOTIONAL MATERIALS 
SUBTYPES: Advertising/Promotion 
SUBTYPES: Advertising/Promotion 
SUBINDEXING: 

Material: PPO ■ Professional Print • Other - CVX275R0: Dear Customer ■ Announcement 

Letter 

Material: PPO ■ Professional Print ■ Other • CVX274R0: Dear Customer • Announcement 
Template Letter 



DESCRIPTION: 
DESCRIPTORS: 



11/10/2009 10:33:50 AM 
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REPORT DATE RANGE All 


ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQH: RE LINE: 


DOC ID: 


16-Oct-2009 BLA 125259 


Cervarix 8153la8a 
Transmittal of Advertisements and Promotional Materials 
Advertising/Promotion 


FROM: 


TO: LUMMUMLA1IUN: 


nfirTVPE A, SIIRTVPF- 
UULI If La 3UD1 IIX. 


GlaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug Correspondence 

Administration 

Ms. The Central Document 

Control Room 


f RANSMitTAL OF AD VERT I S EMENTS AND PROMOTIONAL MATERJALS 
SUBTYPES: Advertising/Promotion 
SUBTYPES: Advertising/Promotion 
SUBINDEXING: 

Material: PEP • Professional Exhibit Panel • CVX293R0: Now Approved 
Material: WWW • Internet Promotion • CVX187R0: Cervarix.com - Now Approved 
Material: WWW ■ Internet Promotion - CVX277R0: GSKVaccinesDirect.com - Now 
Approved Banner 


DESCRIPTION: 






DESCRIPTORS: 






ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 


OC COMPLETED: DATE REFERENCED: 

Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


I6-Ocl-2009 BLA 125259 


Cervarix 

Approval Letter 
N/A 


8152ca8f 


FROM: 


TO: COMMUNICATION: 


DOCTYPE & SUBTYPE: 


Food and Drug 
Administration 
Dr. Norman Baylor, Ph.D. 


GlaxoSmithKline Correspondence 
Mr. Matthew Whitman 


APPROVAL LETTER 
SUBTYPES: N/A 
SUBTYPES: N/A 
Protocol: 104820 



Protocol: 106636 
Protocol: 1 096 1 6/1 09624/1 09625 
Protocol: 109628 
Protocol: 580299/008 
Protocol: 580299/009 
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REPORT DATE RANGE All 

Keyword: Submission Type ■ Original 



DESCRIPTION: 

FDA approved GSK's biologies license application for Human Papillomavirus Bivalent (Types 16 and 18) vaccine, Recombinant indicated for the prevention of cervical cancer, cervical 
intraepithelial neoplasia grade 2 or worse and adenocarcinoma in situ, and cervical intraepithelial neoplasia grade 1, caused by oncogenic human papillomavirus (HPV) types 16 and 18 in 
females 10 through 25 years of age. 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 



No 



Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: D0C1D: 

19-Oct.2009 BLA 125259; Cervarix 81539(95 

BLA 125259; General Correspondence 

BLA 125259 CMC 

Labeling 

N/A 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 



'GlaxoSmithkie Food 'and Dru'g Coire^'nte GENERAL CORRESPONDENCE 
Mrs. Jennifer W. Haagen Administration SUBTYPES: CMC; Labeling; N/A 

Ms. NANA SUBTYPES: CMC; Labeling; N/A 

GENERAL CORRESPONDENCE 
SUBTYPES: CMC; Labeling; N/A 
SUBTYPES: CMC; Labeling; N/A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 


Yes 


DATE: APPLICATION: SER/SUPP/SEQ ft RE LINE: 


DOC ID: 


22-Oct-2009 BLA 125259 Cervarix 


81536888 


Transmittal of Advertisements and Promotional Materials 
Advertising/Promotion 
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REPORT DATE RANGE All 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline . Food and Drug 
Mr. Matthew Whitman Administration 

N/A Evaluation and 
Research Center for 
Biologies, N/A 



' m !5mSfiSS :"' TRANlS MATERIALS 
SUBTYPES: Advertising/Promotion 
SUBTYPES: Advertising/Promotion 
SUBINDEXING: 

Material: PPO • Professional Print - Other • CVX301R0: New Product Announcement 

Letter 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: QC COMPLETED: DATE REFERENCED: 

Yes Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



22-Ocl-2009 BLA 125259 Cervarix 81536837 



Transmittal of Advertisements and Promotional Materials 
Advertising/Promotion 



FROM: TO: COMMUNICATION: 

"GiaxoSmithWine Food and Drug Correspondence 
Mr. Matthew Whitman Administration 

N/A Evaluation and 

Research Center for 

Biologies, N/A 



DOCTYPE & SUBTYPE: 

TRAM 

SUBTYPES: Advertising/Promotion 
SUBTYPES: Advertising/Promotion 
SUBINDEXING: 

Material: PAD ■ Professional Print Ad - CVX185R0: Now Available 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


Yes 


Yes 


DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 


DOC ID: 


23-Oct-2009 BLA 125259 Cervarix 


8154c796 
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REPORT DATE RANGE 



015-Day ADR Report 
N/A 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



GlaxoSmithKline 



Food and Drug 
Administration 



Correspondence 



015-DAY ADR REPORT 
SUBTYPES: N/A 
SUBTYPES: N/A 
SUBINDEXING: 
ADRs: B0598292A 
ADRs: B0598302A 
ADRs: R0005824A 
ADRs: R0006691A 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 



No 



PC COMPLETED: DATE REFERENCED: 

No 



DATE: 



APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



23-Oct-2009 BLA 125259 Sup#: Cervarix Sup#: 

Supplement: Changes Being Effected 
Establishment Description 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



'GlaxoSmithKiine Foo'd and Drug Correspondence SUPPLEMENT: CHANGES BEING EFFECTED 

Administration SUBTYPES: Establishment Description 

SUBTYPES: Establishment Description 



8l530f41 



DESCRIPTION: 

GSK submitted an EST CBE supplemental application which provides information in support of the introduction of thiomersal free seasonal Flu vaccine (formulated on Ste Foy site) in the 
approved filling facility WN 1 6 on the Wavre, Begium site 

DESCRIPTORS: 

ESG;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: PC COMPLETED: DATE REFERENCED: 

Yes Yes 



11/10/2009 10:33:50 AM 
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DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


26-Oct-2009 BLA 125259 


Seq#:0081 Cervarix Seq #: 0081 

General Correspondence 
Other 




815345b0 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 




GiaxoSmithKline 
Ms. Linda S. Kramer 


Food and Drug Correspondence 

Administration 

Mr. John A. Eltermann, 

Jr., R.Ph. 


GENERAL CORRESPONDENCE 
bUBlYPby Other 
SUBTYPES: Other 




DESCRIPTION: 








DESCRIPTORS: 








ESG;ECTD;SAFE 








ELECTRONIC MEDIA: MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 


Yes 






Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ fc RE LINE: 




DOC ID: 


27-Oct-2009 BLA 125259 


Seq#: 0082 Cervarix Seq #: 0082 

Response to Approval Letter 
N/A 




81538325 


FROM: 


TO: COMMUNICATION: 


DOCTYPE& SUBTYPE: 




GiaxoSmithKline 
Mr. Matthew Whitman 


Food and Drug Correspondence 

Administration 

Dr. Norman Baylor, Ph.D. 


DECDHVCE Tfl APPDDVAI I ETTPP 
tvtorUINot IU ArrKUVAL Lcl ILK. 

SUBTYPES: N/A 
chqtvpeq. m/a 

jUdI il CO. IN/A 




DESCRIPTION: 








DESCRIPTORS: 








ESG;ECTD;SAFE 








ELECTRONIC MEDIA: MEDIA INFORMATION: 




OC COMPLETED: DATE REFERENCED: 


Yes 






Yes 


DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 




11/10/2009 10:33:50 AM 
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27-Oct-2009 BLA 125259 Cervarix 8153fbe6 

Transmittal of Advertisements and Promotional Materials 
Advertising/Promotion 



FROM: TO; COMMUNICATION: DOCTYPE & SUBTYPE: 



''Gla"xoSmithKline Food a nd Drug Cor're^o'nta : MNSMITTAL OF ADVERTISEMENTS AND PROMOTIONAL MATERIALS 
Mr. Matthew Whitman Administration SUBTYPES: Advertising/Promotion 

Ms. The Central Document SUBTYPES: Advertising/Promotion 

Control Room SUBINDEXING: 

Material: PPO • Professional Print ■ Other ■ CVX240R0: Ordering Card 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: PC COMPLETED: DATE REFERENCED: 

No Yes 

DATE: APPLICATION: SER/SUPP/SEQ tf: RE LINE: p OCID: 

29-Oct-2009 BLA 125259 Cervarix 8154386a 

General Teleconference 
Other 



FROM: TO: COMMUNICATION: DOCTYPE & SUBTYPE: 

'Gla"xoSmithKiine Food and Drug feiephone'Co^ GENErIlTELECON 
Administration SUBTYPES: Other 

SUBTYPES: Other 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: 


MEDIA INFORMATION: 


OC COMPLETED: 


DATE REFERENCED: 


No 




No 




DATE: APPLICATION: 


SER/SUPP/SEQ #: RE LINE: 




DOC ID: 


30-Oct-2009 BLA 125259 


Cervarix 




8153b548 


11/10/2009 10:33:50 AM 
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REPORT DATE RANGE All 



FROM: 



TO: 



GlaxoSmithKline 



Food and Drug 
Administration 



General Correspondence 
Other 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Correspondence 



GENERAL CORRESPONDENCE 
SUBTYPES: Other 
SUBTYPES: Other 



DESCRIPTION: 

GSK Bio submitted the fifth Quarterly Progress Report which summarizes the Corrective and Preventive Actions (CAPA) and related activities that were completed at the GSK Bio Belgium 
facilities between July 1 and September 30, 2009 with respect to the commitments made in responses to the Form FDA 483 submitted on August 6, 2008. 

DESCRIPTORS: 

ESG;SAFE 

ELECTRONIC MEDIA: MEDIA INFORMATION: PC COMPLETED: DATE REFERENCED: 

Yes Yes 



DATE: APPLICATION: SER/SUPP/SEQ fl: RE LINE: DOC ID: 

30-Oct-2009 BLA 125259 Cervarix 815442b5 

Transmittal of Advertisements and Promotional Materials 
Advertising/Promotion 



COMMUNICATION: DOCTYPE & SUBTYPE: 



FROM: TO: 
GiaxoSniithliine Food and Drug Correspondence 
Mr. Philip A. Witman, Administration 
M.P.H. Ms. The Central Document 

Control Room 



f ^NS MI f f AL OF A D S E M ENTS AN 6 PROMOf I ON L MATERIA LS 
SUBTYPES: Advertising/Promotion 
SUBTYPES: Advertising/Promotion 
SUBINDEXING: 

Material: PSL ■ Professional Slides - CVX270RO: Branded Slide Deck 



DESCRIPTION: 
DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 


Yes 


DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: 


DOC ID: 


03-Nov.2009 BLA 125259 Cervarix 


81544309 


11/10/2009 10:33:50 AM 
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REPORT DATE RANGE All 



General Teleconference 
Other 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



ClaxoSmithKlinc Food and Drug 

Ms. Linda S. Kramer Administration 
Ms. Rebecca Olin 



DESCRIPTION: 



DESCRIPTORS: 



Telephone Conversation GENERAL TELECONFERENCE 
SUBTYPES: Other 
SUBTYPES: Other 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



DOC ID: 



05-Nov-2009 BLA 125259 



Cervarix 

General Correspondence 
N/A 



8l547f2a 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline 
Administration Mr. Paul Nelis 

Dr. Jesse Goodman, M.D. 



DESCRIPTION: 



DESCRIPTORS: 



Correspondence GENERAL CORRESPONDENCE 

SUBTYPES: N/A 

SUBTYPES: N/A 

SUBINDEXING: 

Lot Number: AHPVA096A 

Keyword: Biologies ■ Lot Release: Released 



ELECTRONIC MEDIA: MEDIA INFORMATION: 


OC COMPLETED: DATE REFERENCED: 


No 


Yes 


DATE: APPLICATION: SER/SUPP/SEQ k RE LINE: 


DOC ID: 


05-Nov-20fl9 BLA 125259 Cervarix 


8154952a 


11/10/2009 10:33:50 AM 
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REPORT DATE RANGE All 



General Correspondence 
N/A 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline 
Administration Mr. Paul Nelis 

Dr. Jesse Goodman, M.D. 



Correspondence GENERAL CORRESPONDENCE 

SUBTYPES: N/A 

SUBTYPES: N/A 

SUBINDEXING: 

Lot Number: AHPVA092A 

Keyword: Biologies - Lot Release: Released 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



PC COMPLETED: DATE REFERENCED: 

Yes 



DATE: 



APPLICATION: SER/SUPP/SEQtf: RE LINE: 



DOC ID: 



05-Nov-2009 BLA 125259 



Cervarix 

General Correspondence 
N/A 



815494d9 



FROM: 



TO: 



COMMUNICATION: DOCTYPE & SUBTYPE: 



Food and Drug GlaxoSmithKline 
Administration Mr. Paul Nelis 

Dr. Jesse Goodman, M.D. 



Correspondence GENERAL CORRESPONDENCE 

SUBTYPES: N/A 

SUBTYPES: N/A 

SUBINDEXING: 

Lot Number: AHPVA088B 

Keyword: Biologies - Lot Release: Released 



DESCRIPTION: 



DESCRIPTORS: 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

No 



11/10/2009 10:33:50 AM 



PC COMPLETED: DATE REFERENCED: 

Yes 
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DATE: APPLICATION: SER/SUPP/SEQ #: RE LINE: 



REPORT DATE RANGE All 

DOC ID: 



06-Nov-2009 BLA 125259 Seqtf: 0083 Cervarix Seq #: 0083 

Supplement: Changes Being Effected 
Labeling 



FROM: 


TO: 


COMMUNICATION: 


DOCTYPE& SUBTYPE: 


GlaxoSmithKline 


Food and Drug 


Correspondence 


SUPPLEMENT: CHANGES BEING EFFECTED 


Mr. Byron Bravo 


Administration 




SUBTYPES: Labeling 


Dr. Norman Baylor, Ph.D. 




SUBTYPES; Labeling 



DESCRIPTION: 



DESCRIPTORS: 

ESG;ECTD;SAFE 



ELECTRONIC MEDIA: MEDIA INFORMATION: 

Yes 



PC COMPLETED: DATE REFERENCED: 

Yes 



